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In doing my research in support of this bill, I have learned some surprising and
disturbing things about the cost of women’s health care. I have learned that although
birth control pills are one of the most commonly used drugs on the market, they are often
not covered by insurance. They are one of the few FDA-approved drugs that aren’t
routinely covered even though they are routinely used. Contraceptives are basic health
care. When you consider that a one year prescription of oral contraceptives, the most
commonly used contraceptive, costs about $422 it is clear that Wisconsin women are
paying a large out of pocket cost each year for a basic health care need. That is unfair.
When you consider that most insurance companies rushed to cover Viagra but few
routinely cover the pill, this situation looks grossly unfair.

Wisconsin has a long and proud tradition of providing equality for women. In
line with that tradition, we need justice and fairness in health care insurance coverage in

Wisconsin.

I urge you to vote in favor of SB 182.
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Insurance Coverage for Contraceptives

AWHONN supports legislation and policies that mandate insurance coverage of
contraceptives.

A woman should have the right to choose a particular contraceptive based on
whether it is the most appropriate one for her — not whether the method happens
to be covered by her plan. AWHONN supports legislation that includes
contraceptive services as part of the basic health care plan in order to allow
women and families the option to space pregnancies.

¢ One common inequity in many health plans is the coverage of continuation of
pregnancy (prenatal care and delivery and termination of pregnancy) but no
coverage of an untimely pregnancy.

¢ Mandated coverage for contraceptives will inevitably result in cost savings to
the health care system by decreasing unwanted pregnancies and providing
women the health benefit from oral contraceptives e.g. protection from benign
breast changes, cancer of the uterus, cancer of the ovary, pelvic infection and
anemia.

Background ,

Most employment related insurance policies in the United States provide some
level of prescription drug coverage. The vast majority of these plans while
covering other prescription drugs do not include coverage for prescription
contraceptive drugs and devices.

Coverage of contraceptive drugs and devices by health insurance plans varies
greatly, depending on the type of plan. Coverage is best (though not
comprehensive) in health maintenance organizations (HMOs) and worse in
traditional indemnity plans. Coverage by other types of managed care plans like
point-of-service plans (POS) and preferred provider organizations (PPOs) falls
somewhere between.
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TESTIMONY OF JEANNE M. WILTON, RN, MS, IBCLC
FOR
SENATE BILL 182
OCTOBER 7, 1999

My name is Jeanne M. Wilton, RN, MS, IBCLC and [ am a Women’s Health Nurse
Practitioner at All Saints OB/GYN in Racine, Wisconsin. Iam also Chair of the
Association of Women's Health, Obstetric and Neonatal Nurses (AWHONN) for the

State of Wisconsin.

Thank you for the opportunity to submit my position on Senate Bill 182, the
Contraceptive Coverage Equity Act. This bill would require insurance companies to
cover contraception if they provide coverage for other prescriptions. As a working nurse
practitioner and consumer | support this legislation.

I have been working as a nurse practitioner since 1981 in a number of states and have
seen women struggle to pay out of pocket for contraception. Even more recently, in my
practice in Racine, I have seen women become pregnant because they could not afford to
buy their next packet of birth control pills: Over 50% of pregnancies in the United States

are unplanned when we have so many options for women to prevent pregnancy. Cost is
an issue for many women, including those on Medicaid who may have an HMO that does
not cover contraception. Twenty-five dollars a month for a packet of birth control pills is
certainly cheaper for that company to cover than a nine month pregnancy that has the risk
of complications such as preterm birth, di abetes, or pregnancy-induced hypertension. If
an insurance company covers all other medications fully or with a co-pay it is only
equitable for them to cover contraception as well.

AWHONN is the premier nursing organization in the United States representing
women's health, obstetric and neonatal nurses. We have over 350 members in Wisconsin
and over 17,000 in North America. I have included a copy of AWHONN’s position
statement on this issue for your reference.

I encourage the committee to pass this bill to help prevent more unintended pregnancies.
Thank you for the opportunity to submit my testimony to you.
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October 7, 1999

Contraceptive services are part of women’s basic health care and allow families to both
adequately space desired pregnancies and avoid unintended pregnancies. Women
spend 68% more for basic health care than men because they disproportionately bear

the brunt of the cost of contraceptives.

Women do not have real choices over their reproductive lives unless they have access
to affordable, reliable birth control. A primary barrier to that access is the lack of
insurance coverage for prescription contraceptives. Although most health insurers
cover prescription drugs, many routinely exclude contraceptives. For instance, while
97% of large group health insurance plans cover prescriptions, half of those plans do
not cover any contraceptive method and only 33% cover birth control pills.

Three in four women say cost is an important factor when choosing between a
contraceptive method that is covered by their insurance and one that is not. Without
coverage, women choose the method they can afford, which is not always the method
that is best for them. SB 182 would help eliminate this grave inequality in women'’s
health care by requiring private insurers to cover contraceptive drugs and services to
the same extent that other prescriptions are covered.

The lack of contraceptive coverage in health insurance places the most effective forms
of contraception beyond the financial reach of many women, leading to unintended
pregnancies. Over three million unintended pregnancies occur each year, half of which
end in abortion. It is vital that women and their families have the means to responsibly
manage their reproductive lives. Women and their families must have access to
affordable contraception in order to prevent unintended pregnancies and thus reduce

the need for abortion.

Ninety percent of Americans support access to family planning because they know it is
essential to maintaining the health of women and families, and nearly two-thirds support
requiring insurance policies to cover the most effective methods of contraception.
Women on Medicaid have contraceptive coverage--it is time that private insurance

measured up to the public insurance program.

Birth control is basic health care and is a medically necessary immunization for
unwanted pregnancies. Most sexually active women spend four-fifths of their
reproductive years trying to avoid pregnancy. There is a tremendous need for this bil
and for contraceptive services. If women desire small families, which is the universzi
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preference in industrialized societies, then the need to practice contraception is great.
For example, a woman who is sexually active throughout her reproductive years and
wants only two children will need contraceptive protection for more than 20 years of her

life.

Because birth control is classified as “optional” health care, insurers are allowed to
skimp on equitable coverage. And because contraception is so essential, women will
pay out-of-pocket to have it. Women need and deserve the best available contraceptive
method for them to be covered by insurance so it is accessible and affordable. It is time
to close the gender gap in health care by passing the Contraceptive Coverage Equity

Act.



Statement on Contraceptive Methods

Debate on several pieces of legislation has recently raised questions regarding how
different methods of contraceptives work. This document summarizes what is

known about each method.

Essential steps necessary for pregnancy include:

1. normal maturation of sperm and egg,

2. release of sperm,

3. release of egg (ovulation),

4. transport of sperm through the woman’s vagina, cervix, uterus and
Fallopian tube,
final maturation of sperm in preparation for fusion and fertilization
transport of egg from the ovary into the Fallopian tube,
fusion of sperm and egg and normal steps in fertilization
transport of the fertilized egg from the Fallopian tube to the uterus
maturation and cell division leading to the blastocyst stage,

. readiness of the uterine lining for implantation, and

. implantation of the blastocyst into the lining of the uterus at the
conclusion of which pregnancy is established. -

H 20 mN o

Barrier methods such as the male and female condoms and the diaphragm and
cervical cap, along with female and male sterilization, impose a physical barrier
between sperm and egg and thereby prevent fertilization. The contraceptive
effectiveness of abstinence, periodic abstinence, and withdrawal also depends on
their role in preventing contract between sperm and egg.

The mechanism of action of hormonal contraceptives such as oral contraceptive pills,
emergency contraceptive pills, injectable and implant hormone products, and of
[UDs (intrauterine devices), cannot be described quite so simply. Each of these
methods involves multiple biologic effects that potentially could alter several of the
steps involved in becoming pregnant. Oral contraceptives (the “Pill”) containing
estrogen and progestin are highly effective in preventing ovulation, which is
considered their primary mechanism of action. In addition, Pill hormones also
result in thick cervical mucus that interferes with sperm transport and may have an
effect on fluids in the uterus and Fallopian tubes and on transport for sperm and egg
in the Fallopian tube. These hormones may also affect sperm final maturation and

-



readiness of the uterine lining for implantation.

Hormonal contraceptives that contain only progestin, such as mini-pills, implants,
and injectables, as well as emergency contraceptive treatment using hormone pills,
also act by blocking ovulation. For these methods, however, the other mechanisms
described for Pills also pertain and are believed to play a more important role than is
the case for Pills. Women using mini-pills and implants, especially, are somewhat
more likely to ovulate than are Pill users or injectable users, and emergency
contraceptive hormone treatment is in some cases provided after ovulation has
already occurred. Thus, the contraceptive efficacy of these methods may involve
inhibition of fertilization or steps subsequent to fertilization. Once implantation has
occurred and pregnancy is established, none of these methods is effective in
interrupting pregnancy or causing abortion.

Two IUDs are currently available in the United States; one releases the hormone
progesterone and the other releases copper. Progesterone release causes thickened
cervical mucus that blocks sperm transport; the release of copper alters fluids in the
Fallopian tubes and uterus in a way that interferes with sperm and egg transport and
function. Both can act by inhibiting fertilization, which is considered their primary
mechanism of action. In addition, both also alter the lining of the uterus in a way
that may be unfavorable for implantation; this effect is probably responsible for the
high level of efficacy when copper IUD insertion is used for emergency
contraception. Insertion of an IUD in early pregnancy is contraindicated because it
may lead to spontaneous abortion and may also result in uterine infection associated
with incomplete spontaneous abortion.

In summary, the primary contraceptive effect of all the non-barrier methods,
including emergency use of contraceptive pills, is to prevent ovulation and/or
fertilization. Additional contraceptive actions for all of these also may affect the
process beyond fertilization but prior to pregnancy. For some methods these actions
may be significant in contributing to their overall contraceptive efficacy.
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Active ingredient

Each tablet contains 1 mg folic acid.

Other Ingredients

Acacie, biotin, calcium carbonute, calcium pantothenate,
beta-carotene, cholecalciferol, colloidal silicon dioxide, cu-
pric oxide, cyanocobalamin, ferrous fumarate, hydroxypro-
pyl cellulose, hydroxypropy! methylcellulose, magnesium
hydroxide, magnesium stearate, niacinamide, polacrilin
potassium, polyethylene glycol, povidone, pyridoxine hydro-
chloride, riboflavin, sodium ascorbate, thiamine mononi-
trate, titanium dioxide, dl-alpha-tocophery! acetate, vitamin
A acetate, zinc oxide.

INDICATIONS AND USAGE

Natalins Rx tablets help assure an adequate intake of the
vitamins and minerals listed above. Folic acid helps prevent

the development of megaloblastic anemia during pregnancy.

CONTRAINDICATIONS .

Supplemental vitamins and minerals should not be pre-
scribed for patients with hemochromatosis or Wilson's
WARNING <" “ietive e o

Keep Natalins Rx tablets out of the reach of children.
PRECAUTIONS - : -

General et

Pernicious anemia should be excluded before using this prod-
uct since folic acid may mask the symptoms of pernicious
anemia. The calcium content should be considered before
prescribing for patients with kidney stones. Do not exceed
the recommended dose. -

ADVERSE REACTIONS )

No adverse reactions or undesirable side effects have been
attributed to the use of Natalins Rx tablets.

DOSAGE AND ADMINISTRATION

One tablet daily, or as prescribed.

HOW SUPPLIED =

NDC 0087-0702-01 Bottles of 100 . _
NDC 0087-0702.02 Bottles of 1000

e Ly
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{Norethindrone and Ethiny! Estradiol Tablsts, USP)

Patients should be édunhhd that this product does not
protect against HIV infection (AIDS) and other sexusally
transmitted diseases.. = .

DESCRIPTION * ' - ' )
21-Dsy OVCON 35 and OVCON 50 tablets (norethindrone
and ethiny! estradiol tablets, USP) provide a regimen for
oral contraception derived from 21 tablets composed of nor-
ethindrone and ethinyl estradiol. The chemical name for
norethindrone is 17-hydroxy-19-nor-17a-pregn-4-en-20-yn-
3-one and for ethinyl estradiol the chemical name is 19-nor-
17a-pregna-1,3,5 (10)}trien-20-yne-3,17-diol.

28-Day OVCON® 35 and OVCON® 50 tablets provide s
continuous regimen for oral contraception derived from 21
tablets composed of norethindrone and ethinyl estradiol to
be followed by 7 green tablets of inert ingredients. The
structural formulas are: -

NORETHINDRONE

~

1 [See ébemica.l structure at top of next column.]

Falic acid (Folacin), mg 1’
Thiamin (Vitamin B,), mg 15
Riboflavin (Vitamin By), mg 16
Niacin, mg .....cuu.n 17
Vitamin Bg, mg 4
Vitamin Bjy, ug r . ! 25
Biotin, mg L ) 0.03
Pantothenic acid, mg e T
Minerals . PR

Calciurg, mg ..., 1200
Iron, mg ... o 60
Magnesium, mg . 100
Copper, mg ..., . 3
Zine, mg ... ; 25

o

ETHINYL ESTRADIOL

The active OVCON 85 tablets contain 0.4 mg norethindrone
and 0.035 mg ethiny! estradiol. The active OVCON 50 tablets
contain 1 mg norethindrone and 0.05 mg ethinyl estradiol.
The green tablets contain inert ingredients.

OVCON 35, 21.Day contains the following inactive ingredi-
ents: dibasic calcium phosphate, FD&C Yellow No. 6 (alumi-
num lake), lactose, magnesium stearate, povidone, and
sodium starch glycolate.

OVCON 35, 28-Day contains the following inactive ingredi-
ents: acacia, dibasic calcium phosphate, D&C Yeliow No. 10
(aluminum lake), FD&C Blue No. 1 (aluminum lake), FD&C
Yellow No. 6 (aluminum lake), lactose, magnesium stearate,
povidone, sodium starch glycolate, starch (corn), and tale.

OVCON 50, 21-Day contains the following inactive ingredi-
ents: dibasic calcium phosphate, D&C Yellow No. 10 (alumi-
num lake), FD&C Yellow No. 6 (aluminum iake), lactose,
magnesium stearate, povidone, and sodium starch glycolate.
OVCON 50, 28-Day contains the following inactive ingredi-
ents: acacia, dibasic calcium phosphate, D&C Yellow No. 10
(aluminum lake), FD&C Blue No. 1 (aluminum lake), FD&C
Yellow No. 6 (aluminum lake), lactose, magnesium stearate,
povidone, sodium starch glycolate, starch (corn), and talc.

CLINICAL PHARMACOLOGY

Combination oral contraceptives act by suppression of go-
nadotropins. Although the primary mechanism of this action
is inhibition of ovulation, other alterationg include changes
in thecervical {which-increase ifficulty-ofeperm
entry into the uterus) and the endometrium (which reducé==
the likelihood of implantation). '
INDICATIO! {

Oral contraceptives are indicated for the prevention of preg-
nancy in women who elect to use this product as a method of
contraception.

Oral contraceptives are highly effective. Table 1 lists the
typical accidental pregnancy rates for users of combination
oral contraceptives and other methods of contraception. The
efficacy of these contraceptive methods, except sterilization,
depends upon the reliability with which they are used:
Correct and consistent use of methods can result in lower
failure rates.

[See table 1 next page.]

CONTRAINDICATIONS )

Oral contraceptives should not be used in women who

currently have the following conditions:

- Thrombophlebitis or thromboembolic disorders

- A past history of deep vein thrombophlebitis or thrombo-
embolic disorders

- Cerebrovascular or coronary artery disease

. Known or suspected carcinoma of the breast

- Carcinoma of the endometrium or other known or
suspected estrogen-dependent neoplasia

- Undiagnosed abnormal genital bleeding

- Cholestatic jaundice of pregnancy or jaundice with prior
pill use

- Hepatic adenomas or carcinomas

- Known or suspected pregnancy

WARNINGS

Cigarstte smoking increases the risk of serious cardio-
vascuiar side etfects from oral contraceptive use. This
risk increases with age and with heavy smoking (15 or
more cigarettes per day) and is quite marked in women
over 36 years of age. Women who use orai contracep-
tives should be strongly advised not to smoke.

The use of oral contraceptives is associated with increased
risk of several serious conditions including myocardial in-
farction, thromboembolism, stroke, hepatic neoplasia, and
gallbladder disease, although the risk of serious morbidity or
mortality is very small in healthy women without underly-
ing risk factors. The risk of morbidity and mortality in-
creases significantly in the presence of other underlying risk
factors such as hypertension, hyperlipidemias, obesity, and
diabetes. :

Practitioners prescribing oral contraceptives should be fa-
miliar with the following information relating to these risks.
The information contained in this package insert is princi-
pally based on studies carried out in patients who used oral

Continued on next page
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ABOUT ESTROGENS

o hormones produced by the ovaries. The
wk::zﬂl? different kinds of estrogens. In addi-
4 have been able to make a variety of synthetic
o &3 as we know, all these estrogens have sh:m-
s a2d, therefore, much the same usefulness, side
ka2, This leaflet is intended to help you under-
wtmogens are used for, the risks involved in their
e 2 w2 them as safely as possible.
»cides the most important information about

i@ wert prepered for the doctor.
JETROGEN

s 0 prezeribed by dustors for 2
‘axbes the following:

r%mde marogen during & period of adjustment when

e no lenger produce estrogen, in order to

== uncomfortable symptoms of estrogen defi-

number of pur-

2 the azes of 45 and 55; this is called the meno-

- ¥™eet pmptoms of estrogen deficiency when a
s have been removed surgically before the
"% pregnancy. (Estrogens are given along with 2
Kcther female hormone; these combinations
.. :‘;miﬂeeptiv% or birth control pills. Patient
‘?“N* fo women taking oral contraceptives
% be discussed in this leaflet.)
) ":n’ ﬁ'i{!cersl Im women and men.
y ul swelling of the breasts after preg-
3 2‘;‘;;}“’ choose not to nurse their babies.
{ OPER USE OF ESTROGENS IN A PREG-

0 D THE MENOPAUSE
g‘:;: of their lives, all women eventually
. In estrogen production. This usually
828 45 and 55 byt may occur earlier or later.
by : may need to be removed before natu-
749 Operatior,, producing a “surgical meno-
a_;' Sstrogen in the blood begins to decrease,
e, elop typical symptoms: feelings of
" Beck, and chest; or sudden ir:iense epi-
A 2T Sowr throughout the body (called “hot
" : Palle 4 ). These symptoms are sometimes
! &,.m €W women eventually develop
% lealled “atrophic vaginitis”) which -
kﬁ@ibei during and after intercourse.
inateq to treat these symptoms of the
Nﬂwmg that considerably more than half
by, 5 the menopause have only mild
‘nE ,:]taau B:gé therefore, do not need
. &y n estrogens for a few
wbc::ﬁe adjust to lower estrogen levels.
2Dt t6 gy for periods longer than six
. void overstimulation of the uterus
Y given cvelically during each
~"°€ weeks of pills followed by one
ver, Estrovis (quinestrol tablets,

3z £ a1l the information. If you want to know |
a wi your doctor or pharmacist to.let you read

#3en normally stop producing estrogens, gen- !

USP) is given once daily for seven days, followed by once
“weekly use beginning two weeks after the start of treatment.
Sometimes, women experience nervous symptoms or depres-
sion during menopause. There is no evidence that estrogens
are effective for such symptoms and they should not be used
to treat them, although other treatment may be needed.
You may have heard that taking estrogens for long periods
(years) after the menopause will keep your skin soft and sup-
ple and keep you feeling young. There is no evidence that
this is so, however, and such long-term treatment carries
important risks.
THE DANGERS OF ESTROGEN
1. Cancerof the uterus If estrogens are used in the postmen-
opausal period for more than a year, there is an increased
risk of endometrial cancer {cancer of the uterus). Women
taking estrogens have roughly 5 to 10 times as great 2 chance
of getting this cancer as women who take no estrogens. To
put this another way, while & postmenopausal woman not
taking estrogens has 1 chance in 1,000 each year of getting
cancer of the uterus, & woman taking estrogens has 5 to 10
chances in 1,000 each year. For this reason it is important to
take estrogens only when you really need them.
The risk of this cancer is greater the longer esirogens are
used and also seems to be greater when larger doses are
taken. For this reason it is important to take the lowest dosage
of estrogens that will control symptoms and to take it only as
long as it is needed. If estrogens are needed for longer periods
of time, your doctor will want to reevaluate your need for
estrogens at least every six months.
Women using estrogens should report any irregular vaginal
bleeding to their doctors; although such bleeding may be of
no importance, it can be an early warning of cancer of the
uterus. If you have undiagnosed vaginal bleeding, you should
not use estrogens until a dizgnosis is made and you are cer-
tain there is no cancer of the uterus. )
If vou have had your uterus completely removed (totzl hyste-
rectomy), there is no danger of developing cancer of the
uterus.
9. Other pessible cancers. Estrogens can cause development
of other tumors in animals, such as tumors of the breast,
cervix. vagina, or liver, wher given for a long time. At pres-
ent, thore is no good evidence that women using estrogen in
the menopsuse have an increased risk of such tumors, but
there is no way yet to be sure they do not. One stucy raises
the possibility that use of estrogen in the menopatse may
increase the risk of breast cancer many years later. Thisis a
further rezson to use estrogens only when ciearly needed.
While you are taking estrogens, it is important that you go to
vour doctor at least once a year for a physical examination.
‘Also, if members of your family have had breast cancer or if
you have breast nodules or 2bnormal mammograms (breast
x-rays), vour doctor may wish to carry out more irequent
examirations of your breasts. C
3. Gaiibladcer disease Women who use estrogens after
menopause are more likely to develop gallbladder disease
requiring surgery than women who do not use estrogens.
Birth contro! pills have a similar effect. L
4. Abnormal blood clotting. Oral contraceptives increase
the risk of blood clotting in various parts of the body. This
can result iz a stroke (if the clot is in the brain), a heart at-
tack (a clot in a blood vessel of the heart), or a pulmonary
embolus (a clot which forms in the legs or pelvis, ther breaks
off and travels to the lungs} Any of these can be fatal.
At this tirne use of estrogens in the menopause is not known
to cause such blood clotting, but this has not been fully stud-
ied and there could still prove to be such a risk. It is recom-
mended that if you have had clotting in the legs or Jungsora
heart attack or stroke while yvou were using estrogens or
birth control pills, you should not use estrogens (unless they
are being used to treat cancer of the breast or prostate) If
you have had a stroke or heart attack or if you have angina
pectoris, estrogens should be used with great caution and
only if clearly needed (for example, if you have severe symp-
toms of the menopause). .
The larger dosages of estrogen used to prevent swelling of
the breasts afier pregnancy kave been reported to cause clot-
ting in the legs and luugs.
SPECIAL WARNINCG ABOUT PREGNANCY
You should not receive estrogen if you are pregnant. If this
should occur, there is a greater than usual chance that the
developing child will be born with a birth defect, although
the possibility remains fairly small. A female child may have
an increased risk of developing cancer of the vagina or cervix
later in life {in the teens or twenties). Every possible effort
should be made to avoid exposure to estrogens during preg-
nancy. If exposure occurs, see your doctor.

OTHER EFFECTS OF ESTROGENS -

In addition to the serious kmown risks of estrogens previ-
ously described, estrogens have the following side effects and
potential risks: ' )

1. . Nausea and_vomiting. The most common side efect of
estrogen therapy is nausea. Yomiting is less common.

2. Effects on the breasts. Estrogens mag' cause breast tender-
ness or enlargement and may cause the breasts to secrete a
liquid. These effects are not dangerous.

3. Effects on the uterus. Estrogens may cause benign fibroid
tumors of the uterus to enlarge.

Some women will have menstrual bleeding when estrogens
are stopped. However, if the bleeding occurs on days you are
still taking estrogens, you should report this to your doctor.
4. Effects on the liver. On rare occasions, women taking oral
contraceptives develop a tumor of the liver which can rup-
ture and bleed into the abdomen. So far, these tumors have
not been reported in women using estrogens in the meno-
pause, but you should report to your doctor immediately any
swelling or unusual pain or tenderness in the abdomen.
Women with a past history of jaundice (yellowing of the skin
and white parts of the eyes) may get jaundice again during
estrogen use. If this occurs, stop taking estrogens and see
your doctor.

5. Other effects. Estrogens may cause excess fluid to be re-
tained in the body. This may mezke some conditions worse,
such as epilepsy, migraine, hear: disease, or kidney disease.

SUMMARY
Estrogens have important uses, but they have serious risks
as well. You must decide, with your doctor, whether the risks
are acceptable to you in view of the benefits of treatment.
Except where your doctor has prescribed estrogens for use in
special cases of cancer of the breast or prostate, you should
not use estrogens if you have cancer of the breast or uterus,
are pregnant, have undiagnosed abnormal vaginal bleeding,
clotting in the legs or lungs, or have had a stroke, heart at-
tack or angina, or clotting in the legs or lungs in the past
while you were taking estrogens.
You can use estrogens as safely as possible by understanding
that your doctor will require regular physical examinations
while you are taking them and will try to use the smallest
dosage possible and discontinue the drug as soon as possible.
Be alert for signs of trouble including:
1. Abnormal bleeding from the vagina
2. Pains in the calves or chest or sudden shoriness of
breath, or coughing blood (indicating possible clots in the
legs, heart, or lungs)
3. Severe headache, dizziness, faintness, or changes in vi-
sion (indicating possible developing clots in the brain or eve)
4. Breast lumps (you should ask you doztor how to examine
your own breasts)
5. Jaundice (yellowing of the skin)
6. Mental depression
Based on his or her assessment of vour medical needs, your
doctor has prescribed this drug for you. Da not give this drag
to anyone else.
Storage—Store between 15°-30°C (59°-86°F).
Caution—Federal law prohibits dispensing without pre-
scription

0437G027

Shown in Product Identification Section, page 322

LOESTRING 21 R
(Norethindrone Acetate and Ethiny! Estradiol Tablets, USP)
LOESTRING® 2 1/20 B
{Each white tablet contains 1 mg

norethindrone acetate and 20 mcg ethiny!

estradiol.)

LOESTRIN® & 1.5/30

(Each green tablet contains 1.5 mg
norethindrone acetate and 30 mcg ethinyl
estradiol.)

LOESTRIN® Fe
{Norethindrone Acetate and Ethinyl Estradiol Tablets, USP
and Ferrous Fumarate Tablets, USP)

B

LOESTRIN® Ed 1/20

{Each white tablet contains 1 mg
norethindrone acetate and 20 mcg ethinyl
estradiol. Each brown tablet contains 75 mg
ferrous fumarate, USP)

LOESTRIN® Ed 1.5/30
{Each green tablet contains 1.5 mg
norethindrone acetate and 30 mcg ethiny!

B

" estradiol. Each brown tablet contains 75 mg

ferrous fumarate)

Each white tablet contains norethindrone acetate (17 alpha-
ethinyl-19-nortestosterone acetate), 1 mg; ethinyl estradiol

Continued on next page

This product information-was prepared in August 1993. On

‘these and other Parke-Davis Products, information may be

obtained by sddressing PARKE-DAVIS, Division of
Warner-Lambert Company, Moeris Plains, New Jersev
07950. - - - o :
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Ortho—Cont.
desogestrel

H,C.

ethinyl estradiol

in the cervical mucus, which increase the difficulty of sperm
entry into the uterus, and changes in the endometrium
which reduce the likelihood of implantation.
Receptor binding studies, as well as studies in animals and
humans, have shown that 3-keto-desogestrel, the biologically
active metabolite of desogestrel, combines high progesta-
tional ‘activity with minimal intrinsic. androgenicity®!Z.
Desogestrel, in combination with ethinyl estradiol, does not
counteract the estrogen-induced increases-in SHBG, result-
ing in lower serum levels of free testosterone®® 9,
Pharmacokinetics
Desogestrel is rapidly and almost completely absorbed and
converted into 3-keto-desogestrel, its biologically active me-
tabolite. Following oral administration, the relative bioavail-
ability of desogestrel as measured by serum levels of 3- keto-
. desogestrel, is approximately 84%.

In the third cycle of use after a single dose of ORTHO-CEPT

maximum  concentrations . of  3-keto-desogestrel  of
 2.805-+1,203 pg/mL (mean+SD) are reached at 1.41+0.8

hours. The area under the curve (AUC,._)is 33,858+11,043

pg/mL-hrafter a single dose. At steady state, attained from

at ‘least day 19 onwards, maximum concentrations of

5,84041.667 pg/mL are reached at 1. 4i0 9 hours. The mini-

mum plasma levels of 3-keto-desogestrel at steady state are
1,4004+560 pg/mL. The AUCy ., at steady state is
52,299+17,878 pg/mL-hr. The mean AUG, . for 3-keto-
desogestrel at single dose is significantly lower than the
- mean AUCq.», at steady state. This indicates that the kinet-
ics of 3-keto-desogestrel are non-linear due to an increase in
binding of 3 keto-desogestrel to sex hormone-binding globu-
lin in the cycle, attributed to increased sex hormone-binding
- globulin levels which are induced by the daily administra-
_ tion of ethinyl estradiol. Sex hormene-binding globulin lev:

els increased srgmﬁcantly in the third treatment cycle from

day 1 (150464 nmol/L) to day 21 (230459 nmol/L).

~ The elimination half-life for 3—keto~desogestre! is approxi-
mately 38420 hours at steady state. In addition to 3-keto-
desogestrel, other phase 1 metabolites are 3a-OH-desoges-
trel, 38-OH-desogestrel, and 3a-OH-5q- H-desogestrel These
other metabolites are not known to have any pharmacologic
effects, and are further’ converted in’ part by conjugation

(phase Il metabolism)into polar metabohtes mainly sulfates
and glucuronides.

Ethinyl estradiol is rapidly and almost complebely absorbed :

In the third cycle of use after a single dose of ORTHO-CEPT,
the relative bioavailability is approximately 83%.
In the third cycle of use after a single dose of ORTHO-CEPT,
maximum concentrations of ethinyl estradiol of 95134 pg/
mL are reached at 15408 hours. The AUC, . is
1,4714268 pg/mL-hr after a single dose. At steady state,
attained from at least day 19 onwards;, maximum ethinyl
estradiol concentrations of 141+48 pg/mL are reached at
about 1.440.7 hours. The minimum serum levels of ethinyl
estradiol at steady state are 24-+8.3 pg/mL. The AUC; 54, at
steady state is 1,117+4302 pg/mL-hr. The mean AUC,__ for
ethinyl estradiol following a single dose during treatment
cycle 3 does not significantly differ from the mean AUCqons
at steady state. This ﬁndmg indicates linear kinetics for
ethiny! estradiol.
The elimination half-life is 26+4-6.8 hours at steady state.
Ethinyl estradiol is subject to & significant degree of presys-
temic conjugation (phase II metabolism). Ethinyl estradiol
escaping gut wall conjugation undergoes phase I metabolism
and hepatic conjugation (phase Il metabolism). Major phase
1 metabolites are 2-OH-ethinyl estradiol and 2-methoxy-
ethinyl estradiol. Sulfate and glucuronide con jugates of both
ethmyl estradiol and phase I metabolites, which are excreted
in bile, can undergo enterohepatic-circulation.
INDICATIONS AND USAGE
ORTHO-CEPT Tablets are mdlcsled for the preventlon of
pregnancy in women who elect to use oral ccntraceptws as
a method of contraceptxon

_Oral contraceptives are highiy effectwe Table 1 lists the
' typical accidental pregnancy rates for users of combination
oral contraceptives and other methods of contraception. The

efficacy of these contraceptive methods, except sterilization,
depends upon the reliability with which they are used. Cor-
rect and consistent use of these methods can result in lower
failure rates. f i

[See table below.] .:

In a clinical trial with ORTHOCEPT 1,195 subjects com-

pleted 11,656 cycles and a total of 10 pregnancies were re-

ported. This represents an overall user-efficacy (typical user-
efficacy) pregnancy rate of 1.12 per 100 women-years. This

- rate includes patlents who did not take the drug correctly.
 CONTRAINDICATIONS

Oral contraceptives ‘should not be. used in women who
currently have the following conditions:
® Thrombophlebitis or thromboembolic d;sorders

‘& A past history of deep vein thrombophlebxtxs or thrombo—

embolic disorders

® Cerebral vascular or coronary artery d!sease

& Known or suspected carcinoma of the breast

® Carcinoma of the endometrium or other known or
suspected estrogen-dependent neoplasia’

TABLE i

LOWEST EXPECTED AND TYPICAL FAILURE RATES (%) DURING

THE F!RST YEAR OF USE OF A CONTRACEPTNE METHOD *

Method -

Lowest
Expected®

Oral Contraceptives
~ combined

progestin only
Diaphragm with spermicidal -

cream or jelly
Spermicides alone (foam,

creams, jellies and

vaginal suppositories)

Vaginal Sponge

nulliparous

parous
Iub (medlcated)

Implant

capsules

rods
Condom without spermlc:de
Cervical Cep
Periodic abstinence .-

(all methods) L Lhe
Female sterilization " ,. 0, -
Male sterilization
No contraception L

(planned pregnancy)

Adapted from J. Trussell, et al. Table 1, ref. #1 sl
N/A—Data not available.

* The author's best estimate of the percentage of women expected to experience an accndenml pregnancy among couples who
initiate a method (not necessarily for the first time) and who use it consistently and correctly dunng the first yedr, if they do

not stop for any other reason.

** This term represents “typical” couples who initiate use of a method {not necessaniy for the first time), who expenence an
_-accidental pregnancy during the first year, if they do not stop use for any other reason. -

- MORTALITY. RATE

. (NQ. OF DEATHS/100.000 WC'MAN»YEA};S). i
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OL® Contraceptive Jelly oT1C
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. éfhinyl estradiol

Lhooe

il Loema "
BIIg ORAL CONTRACEPTIVES® - .00 v
wing products is a combination oral contra-
) the progestational compound norethin-
stzogenic compound ethinyl estradiol:

M 177/7 (] 21 Tablets and ORTHO-NOVUM
Yhbletz: Each white tablet contains 0.5 mg of
B md 0.035 mg of ethinyl estradiol. Inactive

fadeds lactose, magnesium stearate and
ch. Each light peach tablet contains 0.76

and 0.035 mg of ethiny! estradiol. Inaﬁ"
Mt lactide FD&C Yellow No. 6, lactose, magné.
Jo i pregelatinized starch. Each pesch tablet
Bl aorethindrone and 0.035 mg of ethinyl es-

e ngrodients include FD&C Yellow No. 6,
stedrate and pregelatinized starch. Each
e ORTHO-NOVUM 7/7/7 [J 28 package

fngredients, as follows: D&C Yellow No:
2Lty FDAC Blue No. 2 Aluminum Lake, lac-
searate, microcrystalline cellulose and

Bldterch ... <. FE

Wi 11711 O] 21 Tablets and ORTHO-NOVUM
tx Bach white tablet contains 0.5 mg of
0035 mg of ethinyl estradiol. Inactive
) Belads . lactose, magnesium stearate and
jadsiarch’ Each peach tablet contains 1 mg nor-
ad 8.035 mg of ethinyl estradiol. Inactive ingre-
Pl FDIC Yellow No. 6, lactose, magnesium stea-
Wpaglatinized starch. Each green tablet in the

I 10/11 (] 28 package contains only inert
-‘-Bﬁnd under green tablets in ORTHO-
. n .

M 1/35 (] 21 Tablets and ORTHO-NOVUM
Each peach tablet contains 1 mg of nor-
p% mg of ethinyl estradiol. Inactive ingre-
PpAC Yellow No. 6, lactose, magnesium stea-
iaised starch. Each green tablet in the
v O 28 package contains enly inert
Wi leisd ‘under. green - tablets in ORTHO-

D”’?”"“""i e P .
tsvand MODICON 28 Tablets: Each
05 mg of norethindrone and 0.035 mg

.

>
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- CLINICAL'PHARMACOLOGY S
COMBINATION ORAL CONTRACEPTIVES -

Combination oral contraceptives act by suppression of go-
nadotropins. Although the primary mechanism of this action
is inhibition of ovulation, other alterations include changes

i rvical tucus (which increase the di ©
entry into the uterus) and the endometrium (whic
the likelihood of implantation). .

pree . .

“CLINICAL-PHARMACOLOGY :

' PROGESTOGEN-ONLY ORAL CONTRACEPTIVE

The primary mechanism through which MICRONOR pre-
vents conception is not known, but progestogen-only con-
traceptives are known to alter the cervical mucus, exert a

" progestational effect on the endometrium, interfering with
' implantation, and, in some patients, suppress ovulation.

INDICATIONS AND USAGE .
ORTHO-NOVUM 7/7/7 [J 21, ORTHO-NOVUM 7/7/7 OO
28, ORTHO-NOVUM 10/11 OJ 21, ORTHO-NOVUM 10711
[J 28, ORTHO-NOVUM 1/35 [J 21, ORTHO-NOVUM 1/35
{J 28, MODICON 21, MODICON 28, ORTHO-NOVUM 1/50
[ 21, ORTHO-NOVUM 1/50 [J 28, and MICRONOR are
indicated for the prevention of pregnancy in women who
elect to use this product as a method of contraception.
Ors! contraceptives are highly effective. Table I lists the
typical accidental pregnancy rates for users of combination
oral contraceptives and other methods of contraception. The
efficacy of these contraceptive methods, except sterilization,
depends upon the reliability with which they are used. Cor-

" rect and consistent use of methods can result in lower failure

rates.

TABLE I: LOWEST EXPECTED AND TYPICAL FAILURE
RATES DURING THE FIRST YEAR OF CONTINUOUS
USE OF A METHOD . . )

% of Women Experiencing an Accidental Pregnancy in the
First Year of Continuous Use )

tnactive ingredients include lact

, and pregelatinized starch. Each green
IPINDICON 28 package contains only inert in-
i wder green tablets in ORTHO-NOVUM

. * S e VPR RSP T SN .

{ products-is n combinationoral contra®
the progestational compound norethin-
begecic compound mestranol: = - - -°
1/50[] 21 Tablets and ORTHO-NO
Bach yellow tablet contains 1 mg of nor:
88wy of mestranol” Inactive ingredients

yNo: 10, lactose, magnesium stearate and
shawch-Each green -tablet in the ORTHO-
¢ contains only inert ingredientéj

L8 packag
i poin tablets in ORTHO-NOVUM 7/7/7

) QI ey D ey et b n i Lt
INNLY. ORAL CONTRACEPTIVE 1341} 5

% a progestogen-only oral contracep-
progestational compound norethindrone:
U Each tablet-contains 0.35 mg of nor
ingredients include D&C Green No. 5,
W, lactose, magneeiv.x}ml stearate, povidone

3

norethindrone is 17-hydroxy-19-nor-
one, for ethinyl estradiol is 19-nor-
MANIO trien-20-yne-3,17-diol, and for mestra-
o -17a-pregna-1.3,5(10)—trien-20yn-l7-
ol formulas are as follows: .

[

-

3

g

iy Ty g T .
Method (e b it oor Lowest . Typical®*
P I [ R I TREE S LR . Expected

Ty —

(No contraception) .., . ©(89) 89)
Oral_contraceytivee,’_‘~ R 3
combined ., " ) U010 T N/ZAC

. progestin oly 5.1, .08 0 N/ATE
Diaphragm' with spermicidal " .3 18
i cream or jelly . ‘
- Spermicides alone (foam, , . - 3 . 21
' creams, jelliesand |, )

vagiiial suppositories) = ”

Vaginal sponge’ - " A L
nulliparous . TTAN k=0 e BT o 1B,
multiparous i fH03 54 GO - >8 .. >28

. TUD (medicated) ~: = % 1 6% .

Condom without spermicides . 2 12
Periodic abstinence :

(all methods) ..- ..o 0 Lo. 2-10 20

Female sterilization*” oi! 02 0.4
Male sterilization 0.1 0.15

Adapted from J. Trussell and K. Kost, Table II, ref. #1.

* The authors’ best guess of the percentage of women ex-
pected to experience an accidental pregnancy among
couples who initiate & method (not necessarily for the

 first time) and who use it consistently and correctly dur-
ing the first year if they do not stop for any other reason.

** This term represents “typical” couples who initiate use
of a method (not necessarily for the first time), who expe-
rience an accidental pregnancy during the first year if
they do not stop for any other reason.

f *** N/A—Data not-available

# Combined typical rate for both medicated and non-
- medicated IUD. The rate for medicated IUD alone is not

¢ available.

m

CONTRAINDICATIONS

Oral contraceptives should not be used in women who cur-

rently have the following conditions:

o Thrombophlebitis or thromboembolic disorders

e A past history of deep vein thrombophlebitis or thrombo-
embolic disorders Y

® Cerebral vascular or coronary artery disease

® Known or suspected carcinoma of the breast

® Carcinoma of the endometrium or other known or sus
pected estrogen-dependent neoplasia .

& Undiagnosed abnormal genital bleeding

® Cholestatic jaundice of pregnancy or jaundice with prior
pill use

e Hepatic adenomas or carcinomas

" ® Known or suspected pregnancy

WARNINGS

Cigarette smoking increases the risk of serious cardio-
vascular side effects from oral contraceptive use. This
risk increases with age and with heavy smoking {15 or
more cigarettes per day) and is quite marked in women
over 35 years of age. Women who use oral contracep-
tives should be strongly advised not to smoke.

The use of oral contraceptives is associated with increased
risks of several serious conditions including myocardial in-
farction, thromboembolism, stroke, hepatic neoplasia, and
gallbladder disease, although the risk of serious morbidity or
mortality is very small in healthy women without underly-
ing factors. The risk of morbidity and mortality increases
significantly in the presence of other underlying risk factors
such as hypertension, hyperlipidemias, obesity and diabetes.
Practitioners prescribing oral contraceptives should be fa-
miliar with the following information relating to these risks.
The information contained in this package insert is princi-
pelly based on studies carried out in patients who used oral
contraceptives with higher formulations of estrogens and
progestogens than those in common use today. The effect of
long term use of the oral contraceptives with lower formula-
tions of both estrogens and progestogens remains to be
determined.
Throughout this labeling, epidemiological studies reported
are of two types: retrospective or case control studies and
prospective or cohort studies. Case control studies provide a
measure of the relative risk of a disease, namely, & ratio of
the incidence of a disease among oral contraceptive users to
that among nonusers. The relative risk does not provide in-
formation on the actual clinical occurrence of a disease. Co-
hort studies provide a measure of attributable risk, which is
the difference in the incidence of disease between oral contra-
ceptive users and nonusers. The attributable risk does pro-
vide information about the actual occurrence of a disease in
the population (adapted from refs. 2 and 3 with the author’s
permission). For further information, the reader is referred
to a text on epidemiological methods.
1. THROMBOEMBOLIC DISORDERS AND OTHER
VASCULAR PROBLEMS
&. Myocardial Infarction
An increased risk of myocardial infarction has been associ-
ated with oral contraceptive use. This risk is primarily in
smokers or women with other underlying risk factors for
coronary artery disease such as hypertension, hypercholes-
terolemia, morbid obesity, and diabetes. The relative risk of
heart attack for current oral contraceptive users has been
estimated to be two to six*~1%, The risk is very low under the
age of 30. . .
Smoking in combination with oral contraceptive use has
been shown to contribute substantially to the incidence of
myocardial infarctions in women in their mid-thirties or
older with smoking accounting for the majority of excess

" cases!!, Mortality rates associated with circulatory disease
- have been shown to increase substantially in smokers, espe-

cially in those 35 years of age and older among women who
use oral contraceptives.

[See illustration next page.]

Oral contraceptives may compound the effects of well-known
risk factors, such as hypertension, diabetes, hyperlipidemias,
age and obesity'®. In particular, some progestogens are
known to decrease HDL cholesterol and cause glucose intol-
erance, while estrogens may create a state of hyperinsulin-
ism~18, Oral contraceptives have been shown to increase
blood pressure among users (see section 9 in WARNINGS).
Similar effects on risk factors have been associated with an
increased risk of heart disease. Oral contraceptives must be
used with caution in women with cardiovascular disease risk
factors.

b. Thromboembolism

An increased risk of thromboembolic and thrombotic disease
associated with the use of oral contraceptives is well estab-

Continued on next page
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weeks after the overdose ingestion. Methemoglobinuria can

ve acutely reversed with intravenous 1% methylene blue.

Sul/amethizole i8 only minimally dialyzable by hemodialysis

1nd is not dialyzable by peritoneal dialysis. Other supportive
neasures should be instituted appropriate to signs and
symptoms. .

OSAGE AND ADMINISTRATION

JSUAL DOSAGE

\dults: 500 mg to 1 g, three or four times daily.
children and infants (over 2 months of age: 30 to
5 mg/kg/24 hours, divided into 4 doses.

iOW SUPPLIED .

‘hiosulfil Forte—Each white, biconvex, scored, oval tablet

ontains sulfamethizole 500 mg (scored), in bottles of 100

NDC 0046-0786-81).

tore at room temperature (approximately 25" C)
. Shown in Product Identification Section, page 337 .

‘RECATOR®-SC B
rek d 'tore |
:thionamide) .
ugar-Costed Tablets

{ESCRIPTION
recator-SC (ethionamide) is used in the treatment of tuber-
Hosis. The chemical name for ethionamide is 2-ethyl-thi-
sonicotinamide with the following structural formula:

CaHg

S=C—NH,

-hionamide is a yellow, crystalline, nonhygroscopic com-
-und with & faint-to-moderate sulfide odor. It is practically
soluble in water and ether but soluble in methano! and
hanol. It melts at about 162°C and is stable at ordinary
mperatures and humidities. .

ecator-SC tablets contain 250 mg of ethionamide. The in-
tive ingredients present are acacia, calcium carbonate,
rnauba wax, confectioners sugar, FD&C Yellow 6, gelatiq,
rtose, magnesium stearate, methylcellulose, pharmaceuti-
. glaze, polacrilin potassium, povidone, sodium benzoate,
:rose, talc, titanium dioxide, and white wax. i

"TION
cteriostatic agai
DICATIONS )
ture after adequate treatment with primary drugs (i.e.,
niazid, streptomycin, aminoealicylic acid) in any form of
ive tuberculosis. Ethionamide should only be given with
er effective antituberculous agents.

NTRAINDICATIONS
'ere hypersensitivity.
‘ere hepatic damage.
\RNING -

E IN PREGNANCY . . :
atogenic effects have been demonstrated in animals (rap»
, rats) receiving doses in excess of those recommended in
nans. Use of the drug should be avoided during preg-
«cy or in women of childbearing potential unless'the bene-
outweigh its possible hazard. .

= IN CHILDREN . o
imum dosage for children has not been established. Thx:s,
rever, does not preclude use of the drug when its use is
tial to therapy. )

ECAUTIONS .
.reatment examinations should include in vitro suscepti-
y tests of recent cultures of M. tuberculosis from the pa-
t as measured against ethionamide and the usual pri-’
y antituberculous drugs.

srminations of serum transaminase (SGOT, SGPT)
tld be made prior to and every 2 to 4 weeks during

nst Mycobacterium tuberculosis.

a . -
\alt)ivents with diabetes mellitus, management may be
2 difficult and hepatitis occurs more frequently.
onamide may intensify the adverse effects of the other
:uberculous drugs administered concomitantly. Convul-
3 have been reported, and special care should be taken,
icularly when ethionamide is administered with cyclo-
e.

"ERSE REACTIONS . ) . :
most common side effect is gastrointestinal intolerance.
r adverse effects similar to those seen with isoniazid
been reported: peripheral neuritis, optic neuritis, pey-
disturbances (including mental depression), postu.ral
tension, skin rashes, thrombocytopenia, pellagralike
~ome, jaundice and/or hepatitis, increased difficulty in
\gement of diabetes mellitus, stomatitis, gynecomastia,

" [See table at top of next column.}

DOSAGE AND ADMINISTRATION
Ethionamide should be administered with at least one other
effective antituberculous drug.
Average Adult Dose: 0.5 gram to 1.0 gram/day in divided
doses. -
Concomitant administration of pyridoxine is recommended.

HOW SUPPLIED )
Trecator®-SC (ethionamide) Tablets are supplied in bottles
of 100 tablets as follows:
250 mg, NDC 0008-4130, oran,
"WYETH” and “4130". .
Store at room temperature, approximately 26°C (77°F)
Keep tightly closed

Dispense in tight container

ge, sugar-coated tablet marked

TRIPHASIL®-21

[tri-fa 'sil }

Tablets

{levonorgestrel and ethinyl estradiol tablets—triphasic
regimen)

Patlents should be counseled that this product does not
protect against HIV infection (AIDS} and other sexually
transmitted diseases.

DESCRIPTION

Each Triphasil cycle of 21 tablets consists of three different
drug phases as follows: Phase 1 comprised of 6 brown tablets,
each containing 0.050 mg of levonorgestrel (d(-+13 beta-
ethyl-17-alpha-ethinyl-17-beta-hydroxygon-4-en-3-one),  a
totally synthetic progestogen, and 0.030 mg of ethinyl estra-
diol (19-nor-17a-pregna-1,3,5(10}trien-20-yne-3,17-diol);
phase 2 comprised of 5 white tablets, each containing 0.075
mg levonorgestrel and 0.040 mg ethinyl estradiol; and phase
3 comprised of 10 light-yellow tablets, each containing 0.125
mg levonorgestrel and 0.030 mg ethiny! estradiol. The inac-
tive ingredients present are cellulose, iron oxides, lactose,
magnesium stearate, polacrilin potassium, polyethylene
glycol, titanium dioxide, and hydroxypropyl methylcellu-
- lose.

Ethinyl Estradiol

. CLINICAL PHARMACOLOGY
Combination oral contraceptives act by suppression of go-
nadotropins. Although the primary mechanism of this action

i8 inhib
in the 8 I reAS
““entry into the uterus) and the endometri
the likelihood of implantation).
'CATIONS-AND.LISAGE

Oral contraceptives are indicated for the prevention of preg-
nancy in women who elect to use this product as a method of
contraception.

Oral contraceptives are highly effective. Table I lists the
typical accidental pregnancy rates for users of combination
oral contraceptives and other methods of contraception. The
efficacy of these contraceptive methods, except sterilization
and the IUD, depends upon the reliability with which they
are used. Correct and consistent use of methods can result in
lower failure rates.

es
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ition of ovulation, other alterations include chang
ey twhich-increase diffy Spe
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CONTRAINDICATIONS

“Oral contraceptives should not be used in women with any of
the following conditions:

Thrombophlebitis or thromboembolic disorders

A past history of deep-vein thrombophlebitis or thromboem-
bolic disorders

Cerebral-vascular or coronary-artery disease

Known or suspected carcinoma of the breast

Carcinoma of the endometrium or other known or suspected
estrogen-dependent neoplasia

Undiagnosed abnormal genital bleeding

Cholestatic jaundice of pregnancy or jaundice with prior pill
use

Hepatic adenomas or carcinomas

TABLE I: LOWEST EXPECTED A
RATES DURING THE FIRST Y
USE OF A METHOD

ND TYPICAL FAILURE
EAR OF CQN]‘]NL Us
sy i’/7

% of Women Experiencing an Accidental Pregﬁ{anLég in the
First Year of Continuous Use |

Method - Lowest ical®*
Explcted* Ty
(No Contraception) (89) (89)
Oral contraceptives 3
combined 0.1 N/A®*-
progestin only 0.5 N/A=-
Diaphragm with spermicidal 3 18
cream or jelly
Spermicides alone (foam, 3 21
creams, jellies and
vaginal suppositories)
Vaginal Sponge
nulliparous 5 18
multiparous >8 > 28
IUD (medicated) 1 6%
Condom without spermicides 2 12
Periodic abstinence
(all methods) 2-10 20
Female sterilization 0.2 04
Male sterilization 0.1 0.15

Adapted from J. Trussell and K. Kost, Table 11, Studies in
Family Planning, 18(5), Sept.-Oct. 1987.

* The authors’ best guess of the percentage of women ex-
pected to experience an accidental pregnancy among
couples who initiate a method (not necessarily for the
first time) and who use it consistently and correctly dur-
ing the first year if they do not stop for any other reason.

** This term represents “typical” couples who initiate use
of a method (not necessarily for the first time), who expe-
rience an accidental pregnancy during the first year if
they do not stop use for any other reason.

*** N/A—Data not available.

# Combined typical rate for both medicated and non-
medicated IUD. The rate for medicated IUD alone is not
available.

WARNINGS

Cigarette smoking increases the risk of serious cudiol'
vasculsr side effects from oral-contraceptive use. This
risk increases with-age and with heavy smoking {15 or

‘more cigarettes per day) and Is quite marked in women
over 35 years of age. Women who use oral contracep-
tives should be strongly advised not to smoke.

The use of oral contraceptives is associated with increased
risks of several serious conditions including myocardial in-
farction, thromboembolism, stroke, hepatic neoplasia, gall-
bladder disease, and hypertension, although the risk of seri-
ous morbidity or mortality is very small in healthy women
without underlying factors. The risk of morbidity and mor-
tality increases significantly in the presence of other under-
lying risk factors such as hypertension, hyperlipidemias,

, obesity, and diabetes.

” Practitioners prescribing oral contraceptives should be fa-
miliar with the following information relating to these risks.
The information contained in this package insert is based
principally on studies carried out in patients who used oral
contraceptives with higher formulations of estrogens and
progestogens than those in common use today. The effect of
long-term use of the oral contraceptives with lower formula-
tions of both estrogens and progestogens remains to be
determined. ,

Throughout this labeling, epidemiological studies reported
are of two types: retrospective or case control studies and
prospective or cohort studies. Case control studies provide a
measure of the relative risk of disease, namely, a ratio of the
incidence of a disease among oral-contraceptive users to that
among nonusers. The relative risk does not provide informa-
tion on the actual clinical occurrence of a disease. Cohort
studies provide a measure of attributable risk, which is the
difference in the incidence of disease between oral-contra-
ceptive users and nonusers. The attributable risk does pro-
vide information about the actual occurrence of a disease in
the population. For further information, the reader is re.
ferred to a text on epidemiclogical methods.

1. THROMBOEMBOLIC DISORDERS AND OTHER
VASCULAR PROBLEMS

a. Myocardial Infarction

An increased risk of myocardial infarction has been attrib-
uted to oral-contraceptive use. This risk is primarily in smok-

mpotence.

Known or suspected pregnancy

Continued on next page
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Triphasil-28 Tablets contain 21 active pills divided among 6
brown pills, 5 white pills, and 10 light-yellow pills pius 7
light-green inactive pills per package.

The dosage of Triphasil-28 Tablets is one active pill daily for
21 days in a row beginning with the 6 brown pills, followed by
the 5 white pills, followed by the 10 light-yellow pills, and
then one of the 7 light-green inactive pills daily for the next 7
days, in that order, for a total of 28 days or 4 weeks. The basic
schedule is 21 days on active pills (brown, white, and light-
yellow)}—7 days on light-green inactive pills. Always take all
of the 21 active pills (brown, white, and light-yellow) in each
package before taking the light-green pills.

When you start your first cycle of Triphasil-28 Tablets, you
should begin taking your pills on the first day of your next
menstrual period, regardless of the day of the week or the
amount of the bleeding or spotting. NOTE: During the first
month on Triphasil-28 Tablets, if you start taking pills later
than day 1 of your menstrual cycle, you should protect your-
self by also using another method of birth control until you

have taken a pill daily for seven days in a row (6 brown pills |

foliowed by 1 white pill). Thereafter, if you foliow directions
carefully you should obtain the full contraceptive benefit. If
you begin taking pills later than the proper day, the possibil-
ity of ovulation and pregnancy occurring before or during
the taking of the brown pills should be considered. Take one
pill every day until you finish all 6 brown, § white, and 10
light-yellow pills in a package followed by all 7 light-green
pills. Your period will usually begin about three days after
you take the last light-yellow pill, which will be during the
‘time you are taking the light-green pills. Don’t be alarmed if
the amount of bleeding is not the same as before.

The day after you have taken your last light-green pill, begin
a new package of pills (first taking the 6 brown, then the 5
white, and then the 10 light-yellow pills, one a day just as
you did before) so that you will take a pill every day without
interruption. Jf you have taken the pilis as directed, the
starting day fpr each new package will always be the same
day as in the previous cycle. When switching from another
oral contraceptive, Triphasil-28 Tablets should be started on
the first day of bleeding following the last active pill taken of
the previous oral contraceptive.

SPOTTING OR BREAKTHROUGH BLEEDING:

Spotting is slight staining between menstrual periods which
may not even require a pad. Breakthrough bleeding is 2 flow
much like a regular period, requiring sanitary protection.
Spotting is more common than breakthrough bleeding, and
.both occur more often in the first few cycles than in later
cycles. These types of bleeding are usually temporary and
without significance. It is important to continue taking your
pills on schedule. If the bleeding persists for more than & few
days, consult your doctor.

2. If You Forget to Take Your Pill

If you miss only one pill in a cycle, the chance of becoming
pregnant is small. Take the missed pill as soon as you realize
that you have forgotten it. Since the risk of pregnancy in-
creases with each additional pill you skip, it is very impor-
tant that you take one pill a day.

There is a chance of becoming pregnant if you miss one
brown, white, or light-yellow pill, and that chance increases
with each additional brown, white, or light-yellow -pill
missed. If you miss any one of these pills, it is important that
it be taken as soon as remembered, and also take your next
pill at the regular time, which means that you will be taking
two pills on that day. If you miss any two of these pills consec-
utively, it is important that you take the second missed pill
as s00n as you remember, discard the first missed pill, and
take your regular pill that day at the proper time (which
means you will be taking two pills on that day). Further-
more, you should use an additional method of birth control
for the remainder of the cycle in addition to taking your pills
as directed above. If breakthrough occurs following missed
pills, it will usually be temporary and of no consequence. If
you miss three or more of any of the brown, white, or light-
yellow pills in succession, discontinue the medication and
discard the pill card. Then start a new refill card beginning
with the first brown pill on the first day of bleeding of your
next period. During the days without pills and until you have
taken a pill daily for seven consecutive days (six brown and
one white), you should also use another means of birth con-
trol. If you miss one or more light-green inactive pills (Tri-
phasil-28 Tablets only), you aresstill protected against preg-

nancy provided you begin taking your next brown pill on the .

proper day. v

At times there may be no menstrual period after a cycle of
pills. Therefore, if you miss one menstrual period but have
taken the pills exactly as you were supposed to, continue as
usual into the next cycle. If you have not taken the pills cor-
rectly and.miss a menstrual period, you may be pregnant
and should stop taking oral contraceptives until your doctor
determines whether or not you are pregnant. Until you can
get to your doctor, use another form of nonhormonal contra-

ception. If two consecutive menstrual periods are missed,

you should stop taking pills until it is determined by a physi-

cian whether you are pregnant.

If you do become pregnant while using oral contraceptives,

the risk to the fetus is small, on the order of no more than one

per thousand. You should, however, discuss the risks to the

developing child with your doctor.

3. Pregnancy Due to Pill Failure

The incidence of pill failure resulting in pregnancy is ap-

proximately less than 1.0% if taken every day as directed,

but more typical failure rates are less than 3.0%. If failure

does occur, the risk to the fetus is minimal. .

4. Pregnancy After Stopping the Pill

There may be some delay in becoming pregnant after you

stop using oral contraceptives, especially if you had irregular

menstrual cycles before you used oral contraceptives. It may

be advisable to postpone conception until you begin menstru-

ating regularly once you have stopped taking the pill and

desire pregnancy. ’

There does not appear to be any increase in birth defects in

newborn babies when pregnancy occurs soon after stopping

the pill.

5. Ovei

Serious ill effects have not been reported following ingestion

of large doses of oral contraceptives by young children. Over-

dosage may cause nausea and withdrawal bleeding in

females. In case of overdosage, contact your health-care pro-

vider or pharmacist. : E :

6. Other Information -

Your health-care provider will take a medical and family

history before prescribing oral contraceptives and will exam-

ine you. You should be reexamined at least once a year. Be

sure to inform your health-care provider if there is a family

history of any of the conditions listed previously in this leaf-

let. Be sure to keep all appointments with your health care

provider, because this is a time to determine if there are

early signs of side effects of oral-contraceptive use.

Do not use the drug for any conditiori other than the one for

which it was prescribed. This drug has been prescribed spe-

cifically for you; do not give it to others who may want birth

control pills.

HEALTH BENEFITS FROM ORAL CONTRACEP-

TIVES

In addition to preventing pregnancy, use of oral contracep-

tives may provide certain benefits. They are:

® Menstrual cycles may become more regular

® Biood flow during menstruation may be lighter and less
iron may be lost. Therefore, anemia due to iron deficiency
is less likely to occur.

® Pain or other symptoms during menstruation may be en- |

countered less frequently )
® Ovarian cysts may occur less frequently )
Ectopic (tubal) pregnancy may occur less frequently
Noncancerous cysts or lumps in the breast may occur less
frequently
® Acute pelvic inflammatory disease may occur less fre-
quently *
Oral contraceptive use may provide some protection
against developing two forms of cancer: cancer of the ova-
ries and cancer of the lining of the uterus.
If you want more information about birth-contro! pills, ask
your doctor or pharmacist. They have a more technical leaf-
let called the Professional Labeling which you may wish to
read.

Shown in Product Identification Section, page 336

TRIPHASIL®-28 .o B
[tri-fa 'sil} S -
Tablets s

(levonorgestrel and ethinyl estradiol tablets—triphasic . -

regimen) .

Patients should be counseled that this product does not pro-
tect against HIV infection (AIDS) and other sexually trans-
mitted diseases. : C

DESCRIPTION )
Each Triphasil cycle of 28 tablets consists of three different
drug phases as follows: Phase 1 comprised of 6 brown tablets,
each containing 0.050 mg of levonorgestrel (d(-;13-beta-
ethyl-17-alpha-ethinyl-17-beta-hydroxygon4-en-3-one), a
totally synthetic progestogen, and 0.030 mg of ethinyl estra-
diol (18-nor-17a-pregna-1,3,5(10) trien-20-yne-3,17-diol);
phase 2 comprised of 5 white tablets, each containing 0.075
mg levonorgestrel and 0.040 mg ethinyl estradiol; and phase
3 comprised of 10 light-yellow tablets, each containing 0.125
mg levonorgestrel and 0.030 mg ethinyl estradiol: then fol-
lowed by 7 light-green inert tablets. The inactive ingredients
present are cellulose, FD&C Blue 1, iron oxides, lactose, mag-
nesium stearate, polacrilin potassium, polyethylene glycol,
titanium dioxide, and hydroxypropyl methylcellulose.

[See chemical structure at top of next column.]

[See second chemical structure at top of next column.] o

""" Ethinyl Estradiol
"~ CLINICAL PHARMACOLOGY
\See Triphasil®-21.-
INDICATIONS AND USAGE
See Triphasil-21.
CONTRAINDICATIONS

~ See Triphasil-21.

WARNINGS

See Triphasil-21.
PRECAUTIONS

See Triphasil-21. ,
DRUG INTERACTIONS

See Triphasii-21. N
CARCINOGENESIS

See Triphasil-21.

PREGNANCY

- See Triphasil-21.

NURSING MOTHERS

See Triphasil-21.
INFORMATION FOR THE PATIENT

See Triphasil-21.

ADVERSE REACTIONS

See Triphasil-21.

OVERDOSAGE

See Triphasil-21.

NONCONTRACEPTIVE HEALTH BENEFITS
See Triphasil-21.

DOSAGE AND ADMINISTRATION

28 Tablets (Levonorgestrel and Ethinyl Estradio! Tablets—
Triphasic Regimen) must be taken exactly as directed and at
intervals not exceeding 24 hours.

Triphasil-28 Tablets are a three-phase preparation plus 7
inert tablets. The dosage of Triphasil-28 Tablets is one tabiet
daily for 28 consecutive days per menstrual cycle in the fol-
lowing order: 6 brown tablets (phase 1), followed by 5 white
tablets (phase 2), followed by 10 light-yellow tablets (phase 3),
plus 7 light-green inert tablets, according to the prescribed
schedule.

1t is recommended that Triphasil-28 Tablets be taken at the
same time each day, preferably after the evening meal or at
bedtime. During the first cycle of medication, the patient
should be instructed to take one Triphasil-28 Tablet daily in
the order of 6 brown, § white, 10 light-yellow tablets, and

- tive days, beginning on day one (1) of her menstrual cycle.
(The first day of menstruation is day one.) Withdrawal bleed-
ing ususlly occurs within 3 days following the last light-yel-
low tablet. (If Triphasil-28 Tablets are first taken later than
the first day of the first menstrual cycle of medication or
postpartum, contraceptive reliance should not be placed on

*Triphasil-28 Tablets until after the first 7 consecutive daysof
administration. The possibility of ovulation and conception
prior to initiation of medication should be considered.)
When switching from another oral contraceptive, Triphasi-

. 28 Tablets should be started on the first day of bleeding fol-
lowing the last active tablet taken of the previous oral con
traceptive.

The patient begins her next and all subsequent 28-day
courses of Triphasil-28 Tablets on the same day of the week
that she began her first course, following the same schedule.
She begins taking her brown tablets on the next day after
ingestion of the last light-green tablet, regardless of whether
or not a menstrual period has occurred or is still jn progress.
Any time a subsequent cycle of Triphasil-28 Tablets is
started later than the next day, the patient should be pro-
tected by another means of contraception until she has taken
a tablet daily for seven consecutive days.

If spotting or breakthrough bleeding occurs, the patient
instructed to continue on the same regimen. This type of
bleeding is usually transient and without significance; how

To achieve maximum contraceptive effectiveness, Triphasil |

then 7 light-green inert tablets for twenty-eight (28) consecu- .

PR R ."’.:';;.___:.__A_;_r;_..:i:,,':‘; RN )
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DESCRIPTION
Each Ovral tablet contains 0.5 mg of norgestrel (d! -13-beta-
ethyl-17-alpha-ethiny! -17- beta-hydroxygon -4- en -3- one),
a totally synthetic progestogen, and 0.05 mg of ethinyl estra-
diol (19-nor-17a-pregna-1,3,5 (10}trien-20-yne-3,17-diol). The
inactive ingredients present are cellulose, lactose, magne-
sium stearate, and polacrilin potassium.

€LINICAL PHARMACOLOGY

-
See LO/OVRAL®.

INDICATIONS AND USAGE ,
"Oratcontraceptives dre indicated for the prevention of preg-
nancy in women who elect to use this product as a method of
contraception. ,
Oral contraceptives are highly effective. Table I lists the
typical accidental pregnancy rates for users of combination
oral contraceptives and other methods of contraception. The
efficacy of these contraceptive methods, except sterilization
and the IUD, depends upon the reliability with which they
are used. Correct and consistent use of methods can result in
lower failure rates.

TABLE I: LOWEST EXPECTED AND TYPICAL FAILURE
RATES DURING THE FIRST YEAR OF CONTINUQUS
* USE OF A METHOD :

% of Women Experiencing an Accidental Pregnancy in the
- First Year of Continuous Use

Method Lowest Typical**
Expected® -
(No Contraception) (89) (89)

| Oral contraceptives 3
combined 0.1 N/A®®*
progestin only 0.5 N/A**"

Diaphragm with spermicidal 3 18
cream or jelly

Spermicides alone (foam, 3 21
creams, jellies and

vaginal suppositories)

. Vaginal Sponge 3 e .
nulliparous ! 5 18
multiparous >8 >28

IUD (medicated) 1 64
Condom without spermicides 2 T 12
Periodic abstinence
(all methods) 2-10 - 20
Female sterilization 0.2 0.4
" Male sterilization 0.1 0.15

Adapted from J. Trussell and K. Kost, Table 11, Studies in
Family Planning, 18(5}, Sept.-Oct. 1987.

* The authors’ best guess of the percentage of women ex-
pected to experience an accidental pregnancy among
couples who initiate a method (not necessarily for the
first time) and who use it consistently and correctly dur-
ing the first year if they do not stop for any other reason.

** This term represents “typical” couples who initiate use
of a method (not necessarily for the first time), who expe-
rience an accidental pregnancy during the first year if
they do not stop use for any other reason.

*** N/A—Data not available ) :

# Combined typical rate for both medicated and non-
medicated IUD. The rate for medicated IUD alone is not

available. .

CONTRAINDICATIONS
See LO/OVRAL.
WARNINGS

See LO/OVRAL.

PRECAUTIONS . .

See LO/OVRAL.

Drug Interactions: See LO/OVRAL
Carcinogenesis: See LO/OVRAL
Pregnancy: See LO/OVRAL
Nursing Mothers: See LO/OVRAL .
Information For The Patient: See LO/OVRAL. .
ADVERSE REACTIONS

See LO/OVRAL.

OVERDOSAGE
See LO/OVRAL.

NONCONTRACEPTIVE HEALTH BENEFITS

i Product Identification Section, page 336

. bleeding occurs following missed tablets, it will usua

DOSAGE AND ADMINISTRATION~? 2
To achieve maximum contraceptive effectiveness
must be taken exactly as directed and st intervals
ceeding 24 hours. .
The dosage of Ovral is one tablet daily for 21 cons
days per menstrual cycle according to prescribed sci
Tablets are then digcontinued for 7 days (three weeks.
week off). .
It is recommended that Qvral tablets be taken at th
time each day, preferably after the evening meal or
time. ,
During the first cycle of medication, the patient is inst
to take one Ovral tablet daily for twenty-one cons
days beginning on day five of her menstrual cycle.
day of menstruation is day one.) The tablets are the
tinued for one week (7 days). Withdrawal bleeding
usually occur within three days following discontinua
Ovral. (If Ovral is first taken later than the fifth day
first menstrual cycle of medication or postpartum, ¢
ceptive reliance should not be placed on Ovral untj
first seven consecutive days of administration. The po
ity of ovulation and conception prior to initiation of m
tion should be considered.) The patient begins her nex
all subsequent 21-day courses of Ovral tablets on the
day of the week that she began her first course, followir
same schedule: 21 days on—7 days off. She begins takir
tablets on the 8th day after discontinuance regardl
whether or not a menstrual period has occurred oris s
progress. Any time a new cycle of Ovral is started later
the 8th day, the patient should be protected by an
means of contraception until she has taken a tablet daj
seven consecutive days.
If spotting or breakthrough bleeding occurs, the patie
instructed to continue on the same regimen. This ty
bleeding is usually transient and without significance;
ever, if the bleeding is persistent or prolonged, the patie
advised to consult her physician. Although the occurren
pregnancy is highly unlikely if Ovral is taken accordis
directions, if withdrawal bleeding does not occur, the
bility of pregnancy must be considered. If the patient ha
adhered to the prescribed schedule (missed one or more
lets or started taking them on a day later than she sh
have), the probability of pregnancy should be considere
the time of the first missed period and appropriate diagni
measures taken before the medication is resumed. If thi
tient has adhered to the prescribed regimen and misses
consecutive periods, pregnancy should be ruled out be
continuing the contraceptive regimen. '
The patient should be instructed to take a missed ta
soon as it is remembered. If two consecutive table
missed, they should both be taken as soon as remem
The next tablet should be taken at the usual time.
Any time the patient misses one or two tablets, she she
also use another method of contraception until she has
a tablet daily for seven consecutive days. If breakth

i

transient and of no consequence. While there is little
hood of ovulation occurring if only one or two table
missed, the possibility of ovulation increases with eac
cessive day that scheduled tablets are missed. If three cor
utive tablets are missed, all medication should be discon:
ued and the remainder of the package discarded. A new
let cycle should be started on the 8th day after the last 1at
was taken, and an alternate means of contraception sho
be prescribed during the seven days without tablets an

til the patient has taken a tablet daily for seven consecut
days.
In the nonlactating mother, Ovral may be initiated postp
tum, for contraception. When the tablets are administered
the postpartum period, the increased risk of thromboembeg
disease associated with the postpartum period must be c
sidered (see Contraindications, Warnings, and Precautio
concerning thromboembolic disease). It is to be noted th
early resumption of ovulation may occur if Parlodel
(bromocriptine mesylate) has been used for the prevention
lactation.

HOW SUPPLIED -
Ovral® Tablets (0.5 mg norgestrel and 0.05 mg ethiny

tradiol), Wyeth® , are available in packages of 6 PILPAK.
dispensers with 21 tablets each as follows: NDC 0008-00
white, round tablet marked "WYETH" and 56",

References available upon request.

Brief Summary Patient Package Insert: See LO/OVR
DETAILED PATIENT LABELING: See LO/OVRAL.
Shown in Product Identification Section, page 336

See LO/OVRAL.

Continued on next page
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OVRAL®-28B B
|oh 'vral-28 ]

Tablets

{norgestrel and ethinyl estradiol tablets}

Patients should be counseled that this product does not
protect against HIV infection (AIDS} and other sexually
transmitted diseases.

DESCRIPTION

21 white Ovral tablets, each containing 0.5 mg of norgestrel
(dl -13-beta-ethyl-17-alpha-ethinyl-17-beta-hydroxygon-4-en-
3-one), a totally synthetic progestogen, and 0.05 mg of ethi-
nyl estradiol (19-nor-17a-pregna-1,3,5 (10+-trien-20-yne-3,17-
diol), and 7 pink inert tablets. The inactive ingredients pres-
ent are cellulose, D&C Red 30, lactose, magnesium stearate,

B

and er‘ammm\\? .
_€LINICAL PHARMACOLOGY

{__See LO/OVRAL®.

R s
INDICATIONS-AND USAGE
See OVRAL®.
CONTRAINDICATIONS

See LO/OVRAL.

WARNINGS

See LO/OVRAL.
PRECAUTIONS

See LO/OVRAL.

Drug Interactions: See LO/OVRAL.
Carcinogenesis: See LO/OVRAL.
Pregnancy: See LO/OVRAL.

Nursing Mothers: See LO/OVRAL.
Information for the Patient: See LO/OVRAL.

ADVERSE REACTIONS

See LO/OVRAL.
OVERDOSAGE
See LO/OVRAL.

NONCONTRACEPTIVE HEALTH BENEFITS
See LO/OVRAL ) C

DOSAGE AND ADMINISTRATION

To achieve maximum contraceptive effectiveness, Ovral-28
must be taken exactly as directed and at intervals not ex-
ceeding 24 hours.

The dosage of Ovral-28 is one white tablet daily for 21 consec-
utive days followed by one pink inert tablet daily for 7 con-
secutive days according to prescribed schedule. It is recom-
mended that OVRAL-28 tablets be taken at the same time
each day, preferably after the evening meal or at bedtime.
During the first cycle of medication, the patient is instructed
to begin taking Ovral-28 on the first Sunday after the onset
of menstruation. If menstruation begins on a Sunday, the
first tablet (white) is taken that day. One white tablet should
be taken daily for 21 consecutive days followed by one pink
inert tablet daily for 7 consecutive days. Withdrawal bleed-
ing should usually occur within three days following discon-
tinuation of white tablets. During the first cycle, contracep-
tive reliance should not be placed on Ovral-28 until a white
tablet has been taken daily for 7 consecutive days. The possi-
bility of ovulation and conception prior to initiation of medi-
cation should be considered. '

The patient begins her next and all subsequent 28-day
courses of tablets on the same day of the week (Sunday) on ¢
which she began her first course, following the same sched-
ule: 21 days on white tablets—7 days on pink inert tablets. If
in any cycle the patient starts tablets later than the proper
day, she should protect herself by using another method of
birth control until she has taken a white tablet daily for
7 consecutive days. : .

If spotting or breakthrough bleeding occurs, the patient is
instructed to continue on the same regimen. This type of
bleeding is usually transient and without significance; how-
ever, if the bleeding is persistent or prolonged, the patient is
advised to consult her physician. Although the occurrence of
pregnancy is highly unlikely if Ovral-28 is taken according to
directions, if withdrawal bleeding does not occur, the possi-
bility of pregnancy must be considered. If the patient has not
adhered to the prescrihed schedule (missed one or more tab-
lets or started taking them on a day later than she should
have), the probability of pregnancy should be considered at
the time of the first missed périod and appropriate diagnostic
measures taken before the medication is resumed. If the pa-
tient has adhered to the prescribed regimen and misses two
consecutive periods, pregnancy should be ruled out before
continuing the contraceptive regimen.

The patient should be instructed to take a missed white tab-
let as soon as it is remembered. If two consecutive white tab-
lets are missed they should both be taken as socon as remem-
bered. The next tablet should be taken at the usual time.

‘See LO/OVRAL.

Any time the patient misses one or two white tablets she
should also use another method of contraception until she
has taken a white tablet daily for seven consecutive days. If
the patient misses one or more pink tablets she is still pro-
tected against pregnancy provided she begins taking white
tablets again on the proper day.

If breakthrough bleeding occurs following missed white tab-
lets, it will usually be transient and of no consequence. While
there is little likelihood of ovulation occurring if only one or
two white tablets are missed, the possibility of ovulation
increases with each successive day that scheduled white tab-
lets are missed. If three consecutive white Ovral tablets are
missed, all medication should be discontinued and the re-
mainder of the 28-day package discarded. A new tablet cycle
should be started on the first Sunday following the last
missed tablet, and an alternate means of contraception
should be prescribed during the days without tablets and
until the patient has taken a white tablet daily for 7 consecu-
tive days. .
In the nonlactating mother, Ovral-28 may be initiated post-
partum, for contraception. When the tablets are adminis-
tered in the postpartum period, the increased risk of throm-
boembolic disease associated with the postpartum period
must be considered (see Contraindications, Warnings, and
Precautions concerning thromboembolic disease). It is to be
noted that early resumption of ovulation may occur if Parlo-
del® (bromocriptine mesylate) has been used for the preven-
tion of lactation. .

HOW SUPPLIED ' . i

Ovral®-28 Tablets (0.5 mg norgestrel and 0.05 mg ethinyl
estradiol), Wyeth®, are available in packages of 6 PIL-
PAK® dispensers, each containing 28 tablets as follows:
21 active tablets, NDC 0008-0056, white, round tablet
marked "WYETH” and "56".

7 inert tablets, NDC 0008-0445, pink, round tablet marked
"WYETH"” and "445". . :

References available upon request.

Brief Summary Patient Package Insert: See LO/OVRAL.

DETAILED PATIENT LABELING: See LO/OVRAL.
Shown in Product Identification Section, page 336

R

OVRETTE® e e R
foh-vret '] ) R
Tablets .
{norgestrel tablets}

Patients should be counseled that this product does not
protect against HIV infection (AIDS} and other sexually
transmitted diseases.

Each OVRETTE® tablet contains 0.075 mg of norgestrel
(dl -13-beta-ethyl-17-alpha-ethinyl-17-beta-hydroxygon-4-en-
3-one). The inactive ingredients present are cellulose, FD&C
Yellow 5, lactose, magnesium stearate, and polacrilin
potassium. * . . .o
DESCRIPTION h :

Each OVRETTE tablet contains 0.075 mg of a single active
steroid ingredient, norgestrel, a totally synthetic progesto-
gen. The available data suggest that the d (-Jenantiomeric
form of norgestrel is the biologically active portion. This
form amounts to 0.0375 mg per OVRETTE tablet.

CLINICAL PHARMACOLOGY

The primary mechanism through which OVRETTE prevents

conception is not known, but progestogen-only
ivesaFe kriowrr to &lter the cervical fucus; ex

See LO/OVRAL®.

CONTRAINDICATIONS
See LO/OVRAL.

WARNINGS ) R TN

See LO/OVRAL. T
PRECAUTIONS " !

See LO/OVRAL.
INFORMATION FOR THE PATIENT - .«.1% 5 ",
See LO/OVRAL. EE
DRUG INTERACTIONS

See LO/OVRAL.

CARCINOGENESIS '

See LO/OVRAL:" ~ = = . ='-.
PREGNANCY :. A
See LO/OVRAL. , P
NURSING MOTHERS
See LO/OVRAL. S e
ADVERSE REACTIONS * " 1™+ S

“tional effect on the endometrium, interfering with implanta-
tion?.é and;in some-patients-suppress ovalation: S

“INDICATIONS AND USAGE

OVERDOSAGE
See LO/OVRAL.

DOSAGE AND ADMINISTRATION

To achieve . maximum contraceptive effecti
OVRETTE (norgestrel) must be taken exactly as d
and at intervals not exceeding 24 hours. OVRETTEis
istered on a continuous daily dosage regimen starting
first day of menstruation, i.e., one tablet each day, eve
of the year.
Tablets should be taken at the same time each day as
tinued daily, without interruption, whether bleeding
or not. The patient should be advised that, if prolonged
ing occurs, she should consult her.physician. In the
tating mother, OVRETTE may be initiated postpart:
contraception. When the tablets are administered
postpartum period, the increased risk of thromboes
disease associated with the postpartum period must b
sidered (see "Contraindications,” “Warnings,” and “P
tions” concerning thromboembolic disease). It is to be
that early resumption of ovulation may occur if Parl
(bromocriptine mesylate) has been used for the prevent
lactation. .
The risk of pregnancy increases with each tablet mis
the patient misses one tablet, she should be instruc
take it as soon as she remembers and to also take her
tablet at the regular time. If she misses two tablet:
should take one of the missed tablets as soon as she re
bers, as well as taking her regular tablet for that day 1
proper time. Furthermore, she should use a meth
nonhormonal contraception in addition to
OVRETTE until fourteen tablets have been taken. If
than 2 tablets have been missed, OVRETTE should b
continued immediately and a method of nonhormonal
traception should be used until menses has appeared or
nancy has been excluded. If menses does not appear w
45 days from the last period, a method of nonhormonal
traception should be substituted until the start of the
menstrual period or an appropriate diagnostic procedu

performed to rule out pregnancy. ...
HOW SUPPLIED [ B .
OVRETTE® tablets (0.075 mg norgestrel), Wyeth®,
available in packages of 6 PILPAK® dispensers

tablets each as follows: NDC 0008-0062, yellow, roun:
marked “WYETH" and “62". .~ ~ =~ . .

REFERENCES =~ 7"
Available upon request.
Brief Summary Patient Package Insert: See LO/OVRA!
DETAILED PATIENT LABELING: See LO/OVRAL
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OXYTOCIN
[ok "se-to 'sin }

_Injection, USP

{synthetic)

DESCRIPTION ~
Eachi mL of TUBEX® Oxytocin Injection sterile solu
contains an oxytocic activity equivalent to 10 USP P -
Pituitary Units, chlorobutanol (a chloroform derivati
0.5%, as a preservative, and acetic acid to adjust pH (25
4.5). Oxytocin is intended for IM or IV use. Oxytocin isa 1
.thetic polypeptide; it occurs as a white powder and is solul
in water. v '
CLINICAL PHARMACOLOGY

The pharmacologic and clinical properties of oxytocin:
identical with those of the naturally occurring oxytocin po
ciple of the posterior lobe of the pituitary. Oxytocin exert
selective action on the smooth musculature of the uten

. particularly toward the end of pregnancy, during labor,

immediately following delivery. Oxytocin stimulates rhyt
mic contractions of the uterus, increases the frequency
existing contractions, and raises the tone of the uterine
culature. : ' AR
When given in appropriate doses during pregnancy, oxyted
is capable of eliciting graded increases in uterine motilig
from a moderate increase in the rate and force of spontan
ous motor activity to sustained tetanic contraction. The s
sitivity of the uterus to oxytocic activity increases progrm
sively throughout pregnancy until term when it is maximel
Oxytocin is distributed throughout the extraceliular fiuid
Small amounts of this drug probably reach the fetal circals
tion. Oxytocin has a plasma half-life of about 3 to § minates
Following parenteral administration, uterine respooss &
curs within 3 to 6 minutes and persists for 2 to 3 hours e
rapid removal from plasma is accomplished largely by the
kidney and the liver. Only small amounts of oxytocia am
excreted in the urine unchanged. . . ...ty g o ;
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INDICATIONS

Mysoline, used alone or concomitantly with other anticon-
vulsants, is indicated in the control of grand mal, psychomo-
tor, and focal epileptic seizures. It may control grand mal
seizures refractory to other anticonvulsant therapy.

CONTRAINDICATIONS i »
Primidone is contraindicated in; 1) patients with porphyria
and 2) patients who are hypersensitive to phencbarbital (see
ACTIONS). .

WARNINGS - © . o
The abrupt withdrawal of antiepileptic medication may pre-
cipiiate status epilepticus. A Y

The therapeutic efficacy of a dosage regimen takes sf;veral
weeks before it can be assessed. T
USAGE IN PREGNANCY e e
The effects of Mysoline in human pregnancy and nursing
infants are unkmown. . . . .. ., L. o
Recent reports suggest an association .between the use of
anticonvulsant drugs by women with epilepsy and an ele-
vated incidence of birth defects in children born to these
women. Data are more extensive with respect to diphenylhy-
dantoin and phenobarbital, but these are also the most com-
monly prescribed anticonvulsants; less systematic or anec-

'

X dotal reports suggest & possible similar association with the

use of all known anticonvulsant drugs. ]

The reports suggesting an elevated incidence of birth defects
in children of drug-treated epileptic women cannot be re-
garded as adequate to prove a definite cause and effect rela-
tionship. There are intrinsic methodologic problems in ob-
taining adequate data on drug teratogenicity in humans; the
possibility also exists that other factors leading to birth de-
fects, e.g., genetic factors or the epileptic condition itself, may
be more important than drug therapy. The majority of moth-
ers on anticonvulsant medication deliver normal infants. It
is important to note that anticonvulsant drugs should not be
discontinued in patients in whom the drug is administered to
prevent major seizures because of the strong possibility of
precipitating status epilepticus with attendant hypoxia and
threat to life. In individual cases where the severity and fre-
quency of the seizure disorders are such that the removal of
medication does not pose a serious threat to the patient, dis-
continuation of the drug may be considered prior to and dur-
ing pregnancy, although it cannot be said with any confi-
dence that even minor seizures do not pose some hazard to
the developing embryo or fetus.

The prescribing physician will wish to weigh these consider-
stions in treating or counseling epileptic women of
childbearing potential. . . R
Neonatal hemorrhage, with a coagulation defect resembling
vitamin K deficiency, has been described in newborns whose
mothers were taking primidone and other anticonvulsants.
Pregnant women under anticonvulsant therapy should re-
ceive prophylactic vitamin K, therapy for one month prior
to, and during, delivery.

PRECAUTIONS - . . e , .
The total daily dosage should not exceed 2 g. Since
Mysoline therapy generally extends over prolonged periods,
a complete blood count and & sequential multiple analysis-12
(SMA-12) test should be made every six months.
IN‘NURSING MOTHERS v
There is evidence that in mothers treated with primidone,
the drug appears in the milk in substantial quantities. Since
tests for the presence of primidone in biological fluids are too
complex to be carried out in the average clinical laboratory,
it is suggested that the presence of undue somnolence and
drowsiness in nursing newborns of Mysoline-treated moth-
ers be taken as an indication that nursing should be discon-
tinued. .- o L T
ADVERSE REACTIONS . - ‘ S e
The most frequently occurring early side effects are'ataxia
and vertigo. These tend to disappear with continued therapy,
or with reduction of initial dosage. Occasionally, the follow-
ing have been reported: nausea, anorexis, vomiting, fatigue,
byperirritabiljty, emotional disturbances, aexual impotency,
diplopis, nystagmus, drowsiness, apd morbillifarm skin
eruptions. Granulocytopenia, and red-cell bypoplasia and
thb@rmtdnﬂy.%nnim}b,
other persistent ar severe side effects may pecessitate with-
drawal of the drog. i apemia may ooCur as a
rare idiosyncrasy to Mysoline and to other anticonvulsants.
The anemis respands to folic acd without neceseity of dis-
DOSAGE AND ADMINISTRATION
ADULT DOSAGE ) .
Patients 8 years of age and older who have received no previ-
ous treatment may be started on Mysoline according to the
following regimen using either 50 mg or scored 250 mg Myso-
Iine tablets. . . :

Days 1 to 3: 100 to 125 mg at bedtime

Days 4 to 6: 100 to 125 mg b.i.d.

Days 7 to 9: 100 to 125 mg t.id.

Day 10 to maintenance: 250 mg t.i.d.
For most adults and children 8 years of age and over, the
usual maintenance dosage is three to four 250 mg
Mysoline tablets daily in divided doses (250 mg t.i.d. or q.i.d.).
If required, an increase to five or six 250 mg tablets daily{
may be made but daily doses should not exceed 500 mg q.i.d.

INITIAL: ADULTS AND CHILDREN OVER 8

KEY: - =50 mg tablet ® =250 mg tablet

CLINICAL PHARMACOLOGY f;‘

Combination oral contraceptives act %y suppr&sio’xi

nadotropins. Although the primary mechanism of this

is inhibition of ovulation, other alterations include ct

in the cervi ucus-{which-increase-the difficult y of
try into the uterus) and the endometrium (which |

the likelihood of implantation).

_INDICATIONS AND USAGE

Oral contraceptives are indicated for the preventisfi o
nancy in women who elect to use this product as 8 met
contraception. ':'

Oral contraceptives are highly effective. Table 1 lis
typical accidental pregnancy rates for users of combii
oral contraceptives and other methods of contraceptio:
efficacy of these contraceptive methods, except sterili
and the IUD, depends upon the reliability with whic
are used. Correct and consistent use of methods can res
lower failure rates. -

DAY 1 2 .3 4 5 6
AM ? ..

NOON . o }

PM Tod . e e .«

DAY 7 8 9 10 11 12
AM o . .. . .

NOON .. .. .. (] Adjust to
PM .. .- .. & Maintenance

Dosage should be individualized to provide maximum bene-
fit. In some cases, serum blood level determinations of primi-
done may be necessary for optimal dosage adjustment. The
clinically effective serum level for primidone is between
5 to 12 pug/mL.
IN PATIENTS ALREADY RECEIVING OTHER ANTICON-
VULSANTS
Mysoline should be started at 100 to 125 mg at bedtime and
gradually increased to maintenance level as the other drug is
gradually decreased. This regimen should be continued until
satisfactory dosage level is achieved for the combination, or
the other medication is completely withdrawn. When ther-
apy with Mysoline alone is the objective, the transition from
concomitant therapy should not be completed in less than
two weeks.
PEDIATRIC DOSAGE
For children under 8 years of age, the following regimen may
be used:

Days 1 to 3: 50 mg at bedtime

Days 4 to 6: 50 mg b.i.d.

Days 7 to 9: 100 mg b.id.

Day 10 to maintenance: 125 mg t.i.d. to 250 mg t.i.d.
For children under 8 years of age, the usual maintenance
dosage is 125 to 250 mg three times daily or, 10 to 25 mg/kg/
day in divided doses.

HOW SUPPLIED
MYSOLINE TABLETS
Each squareshaped, scored, yellow tablet, identified b
“"MYSOLINE 250” and an embossed M, contains 250 mg of
primidone, in bottles of 100 (NDC 0046-0430-81) and 1,000
(NDC 0046-0430-91).
Also available in a unit-dose package of 100 (NDC 0046-
0430-99). -
Each squareshaped, scored, white tablet, identified by
“MYSOLINE 50 ” and an embossed M, contains 50 mg of
primidone, in bottles of 100 (NDC 0046-0431-81) and 500
(NDC 0046-0431-85).
The appearance of these tablets is & trademark of Wyeth-
Ayerst Laboratories. .
MYSOLINE SUSPENSION
Each 5 mL (teaspoonful) contains 250 mg of primidone, in
bottles of 8 fluid ounces (NDC 0046-3850-08).
Store at room tempersture, approximately 26° C (77" F).
Dispense in a tight, light-resistant container as defined In the
U.s.pP. :
Shown in Product Identification Section, page 336
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NORDETTE®-21 B
[nordet 21 ]

TABLETS

(levonorgestrel and ethinyl estradiol tablets)

Patients should be counseded that this product does not pro-
wmct against HIV mfection (AIDS] and other sexually trans
mitted diseases.

DESCRIPTION

ORAL CONTRACEPTIVE ’
Eack Nordetze tabiet contains 015 g of kevonorgestrel ol
€+13 beta-ethyl-17-alpha-echinyl17-beta-hydraxygoo—-
en-3-one), a totally synthetic progesiogen, and 0.03 mg of
ethinyl estradiol (19-nor-17a-pregna-1,3,5 (10)-trien-20-yne-
3,17-diol). The inactive ingredients present are cellulose,
FD&C Yellow 6, lactose, magnesium stearate, and polacrilin

potassium.

TABLE I: LOWEST EXPECTED AND TYPICAL FAII
RATES DURING THE FIRST YEAR OF CONTINI
USE OF A METHOD [
% of Women Experiencing an Accidental Pregnancy |
First Year of Continuous Use .

Method Lowest Typi
) Expected * :
{No Contraception) (89) (8
Oral contraceptives ol
combined 0.1 N/A
progestin only 0.5 N/A
Diaphragm with spermicidal 3 18
cream or jeily
Spermicides alone (foam, 3 21
creams, jellies and ‘
vaginal suppositories)
Vaginal Sponge
nulliparous 5
multiparous >8
1UD (medicated) 1
Condom without spermicides 2
Periodic abstinence
(all methods) 2-10
Female sterilization 0.2
Male sterilization 0.1

Adapted from J. Trussell and K. Kost, Table 11, Studi
Family Planning, 18(5), Sept.-Oct. 1987. .

* The authors’ best guess of the percentage of wome:
pected to experience an accidental pregnancy an
couples who initiate 8 method (not necessarily for
first time) and who use it consistently and correctly
ing the first year if they do not stop for any other res

** This term represents “typical” couples who initiate
of a method (not necessarily for the first time), who
rience an accidental pregnancy during the first ye
they do not stop use for any other reason. .

*** N/A—Data not available

# Combined typical rate for both medicated and
medicated IUD. The rate for medicated 1UD alone |
available. l'

CONTRAINDICATIONS :
Oral contraceptives should not be used in women with a;
the following conditions:
Thrombophlebitis or thromboembolic disorders
A past history of deep-vein thrombophlebitis or thror
embolic disorders .
Cerebral-vascular or coronary-artery disease
Known or suspected carcinoma of the breast =
Carcinoma of the endometrium or other known or
pected estrogen-dependent neoplasia
- Undiagnosed abnormal genital bleeding
Cholestatic jaundice of pregnancy or jaundice with p
pill use
Hepatic adenomas or carcinomas
Known or suspected pregnancy

WARNINGS

Cigarette smoking increases the risk of serious cardio
vascular side etfects from oralcontraceptive use. This
risk increases with age and with heavy smoking (15 (
more Cigareties par dayj and is Quite marked in women
owver 35 years of age. Women who use oral conraces-
tves shouid be strongly advised not o smoke. -

The use of oral contraceptives is associated with increase
risks of several serious conditions including myocardiai 1

Continued on next page
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Decreased incidence of acute pelvic inflammatory disease
Decreased incidence of endometrial cancer
Decreased incidence of ovarian cancer

DOSAGE AND ADMINISTRATION

To achieve maximum contraceptive effectiveness, Nordette-
21 must be taken exactly as directed and at intervals not
exceeding 24 hours. The dosage of Nordette-21 is one tablet
daily for 21 consecutive days per menstrual cycle according
to prescribed schedule. Tablets are then discontinued for 7
days (three weeks on, one week off).

It is recommended that Nordette-21 tablets be taken at the
same time each day, preferably after the evening mea! or at
bedtime. During the first cycle of medication, the patient is
instructed to take one Nordette-21 tablet daily for twenty-
one consecutive days beginning on day five of her menstrual
cycle. (The first day of menstruation is day one.) The tablets
are then discontinued for one week (7 days). Withdrawal
bleeding should usually occur within three days following
discontinuation of Nordette-21.

(If Nordette-21 is first taken later than the fifth day of the
first menstrual cycle of medication or postpartum, contra-
ceptive reliance should not be placed on Nordette-21 until
after the first seven consecutive days of administration. The
possibility of ovulation and conception prior to initiation of
medication should be considered.) '
The patient begins her next and all subsequent 21-day
courses of Nordette-21 tablets on the same day of the week
that she began her first course, following the same schedule:
21 days on—7 days off. She begins taking her tablets on the
8th day after discontinuance regardless of whether or not a
menstrual period has occurred or is still in progress. Any
time a new cycle of Nordette-21 is started later than the 8th
day, the patient should be protected by another means of
contraception until she has taken a tablet daily for seven
consecutive days.

If spotting or breakthrough bleeding occurs, the patient is
instructed to continue on the same regimen. This type of
bleeding is usually transient and without significance; how-
ever, if the bleeding is persistent or prolonged the patient is
advised to consult her physician. Although the occurrence of
pregnancy is highly unlikely if Nordette-21 is taken accord-
ing to directions, if withdrawal bleeding does not occur, the
possibility of pregnancy must be considered. If the patient
has not adhered to the prescribed schedule (missed one or
more tablets or started taking them on a day later than she
should have) the probability of pregnancy should be consid-
ered at the time of the first missed period and appropriate
diagnostic measures taken before the medication is resumed.
If the patient has adhered to the prescribed regimen and
misses two consecutive periods, pregnancy should be ruled
out before continuing the contraceptive regimen.

The patient should be instructed to take a missed tablet as
soon as it is remembered. If two consecutive tablets are
missed, they should both be taken as soon as remembered.
The next tablet should be taken at the usual time.

Any time the patient misses one or two tablets she should
also use another method of contraception until she has taken
a tablet daily for seven consecutive days. If breakthrough
bleeding occurs following missed tablets it will usually be
transient and of no consequence. While there is little likeli-
hood of ovulation occurring if only one or two tablets are
missed, the possibility of ovulation increases with each suc-
cessive day that scheduled tablets are missed. If three consec-
utive tablets are missed, all medication should be discontin-
ued and the remainder of the package discarded. A new tab-
let cycle should be started on the 8th day after the last tablet
was taken, and an alternate means of coritraception should
be prescribed during the seven days without tablets and un-
til the patient has taken a tablet daily for seven consecutive
days.

In the nonlactating mother, Nordette-21 may be initiated
postpartum, for contraception. When the tablets are admin-
istered in the postpartum period, the increased risk of
thromboembolic disease associated with the postpartum
period must be considered (see “Contraindications,” “Warn-
ings,” and “Precautions” concerning thromboembolic dis-
ease). It is to be noted that early resumption of ovulation may
occur if Pariodel® (bromocriptine mesylate) has been used
for the prevention gf lactation.

HOW SUPPLIED
Nordette®-21 Tablets (0:15 mg levonorgestrel and 0.03 mg
ethinyl estradiol) are available in 6 PILPAK® dispensers of
21 tablets each as follows: NDC 0008-0075, light-orange,
round tablet marked “WYETH" and "75". .
References available upon request.
Brief Summary Patient Package insert: See Lo/Ovral.
DETAILED PATIENT LABELING: See Lo/Ovral.

Shown in Product Identification Section, page 336

NORDETTE®-28 F - B
[nordet’-28] - : RRE .
TABLETS

(levonorgestrel and ethinyl estradiol tablets) ., - -, ,

Patlents should be counseled that this product does not pro-
tect against HIV infection (AIDS) and other sexually trans-
mitted diseases. e S T

DESCRIPTION

21 light-orange Nordette tablets, each containing 0.16 mg of
levonorgestrel (d(-}13 beta-ethyl-17-alpha-ethinyl-17-beta-
hydroxygon-4-en-3-one), a totally synthetic progestogen, and
0.03 mg of ethinyl estradiol (19-nor-17a-pregna-1,3,6 (10}
trien-20-yne-3,17-diol), and 7 pink inert tablets. The inactive
ingredients present are cellulose, D&C Red 30, FD&C Yellow
6, lactose, magnesium stearate, and polacrilin potassium. ,

NICAL PHARMACOLOGY
See NORDETTE®-21 :

INDICATIONS AND USAGE . ., .  °.
Se¢ ' NORDETTE 21 o .
CONTRAINDICATIONS S
See NORDETTE-21

WARNINGS sl
See NORDETTE-21 . - o
PRECAUTIONS co e
See NORDETTE-21

Drug Interactions: See NORDETTE-21

Carcinogenesis: See NORDETTE-21

Nursing Mothers: See NORDETTE-21

information for the Patient: See LO/OVRAL.

ADVERSE REACTIONS
See NORDETTE-21

OVEBRDOSAGE
See NORDETTE-21

NONCONTRACEPTIVE HEALTH BENEFITS .
See NORDETTE-21 .

DOSAGE AND ADMINISTRATION :

To achieve maximum contraceptive effectiveness, Nordette-
28 must be taken exactly as directed and at intervals not
exceeding 24 hours.

The dosage of Nordette-28 is one light-orange tablet daily for
21 consecutive days, followed by one pink inert tablet daily
for 7 consecutive days, according to prescribed schedule.

It is recommended that tablets be taken at the same time
each day, preferably after the evening meal or at bedtime.
During the first cycle of medication, the patient is instructed
to begin taking Nordette-28 on the first Sunday after the
onset of menstruation. If menstruation begins on a Sunday,
the first tablet (light-orange) is taken that day. One light-
orange tablet should be taken daily for 21 consecutive days,
followed by one pink inert tablet daily for 7 consecutive days.
Withdrawal bleeding should usually occur within three days
following discontinuation of light-orange tablets.

During the first cycle, contraceptive reliance should not be
placed on Nordette-28 until a light-orange tablet has been
taken daily for 7 consecutive days. The possibility of ovula-
tion and conception prior to initiation of medication should
be considered. i
The patient begins her next and all subsequent 28-day
courses of tablets on the same day of the week (Sunday) on
which she began her first course, following the same sched-
ule: 21 days on light-orange tablets—7 days on pink inert
tablets. If in any cycle the patient starts tablets later than
the proper day, she should protect herself by using another
method of birth control until she has taken a light-orange
tablet daily for 7 consecutive days.

If spotting or breakthrough bleeding occurs, the patient is
instructed to continue on the same regimen. This type of
bleeding is usually transient and without significance; how-
ever, if the bleeding is persistent or prolonged, the patient is
advised to consult her physician. Although the occurrence of
pregnancy is highly unlikely if Nordette-28 is taken accord-
ing to directions, if withdrawal bleeding does not occur, the
possibility of pregnancy must be considered. If the patient
has not adhered to the prescribed schedule (missed one or
more tablets or started taking them on a day later than she
should have), the probability of pregnancy should be consid-
ered at the time of the first missed period and appropriate
diagnostic measures taken before the medication is resumed.
If the patient has adhered to the prescribed regimen and
misses two consecutive periods, pregnancy should be ruled
out before continuing the contraceptive regimen. -

The patient should be instructed to take a missed light-
orange tablet as soon as it is remembered. If two consecutive
light-orange tablets are missed, they should both be taken as
soon as remembered. The next tablet should be taken at the
usual time. o
Any time the patient misses one or two light-orange tablets,
she should also use another method of contraception until
she has taken a light-orange tablet daily for seven consecu-

tive days. If the patient misses one or more pink ta
is still protected against pregnancy provided she
ing light-orange tablets again on the proper day.
If breakthrough bleeding occurs following mi
orange, tablets, it will usually be transient and o;
quence. While there is little likelihood of ovulatias
if only one or two light-orange tablets are miseed, {
bility of ovulation increases with each successive
scheduled light-orange tablets are missed. If
tive light-orange Nordette tablets are missed, all m
should be discontinued and the remainder
package discarded. A new tablet cycle should
‘the first Sunday following the last missed tablet
ternate means of contraception should be prescri
the days without tablets and until the patient bai
light-orange tablet daily for 7 consecutive dsya
In the nonlactating mother, Nordette-28 may be
postpartum, for contraception. When the tablets
istered in the postpartum period, the incressd
thromboembolic disease nssociated with the poy
period must be considered (see Contraindications,|
and Precautions concerning thromboembolic disess
be noted that early resumption of ovulation may,
Parlodel® (bromocriptine mesylate) has been w
prevention of lactation. - S
HOW SUPPLIED : " B
Nordette®-28 Tablets (0.15 mg levonorgestrel a
ethinyl estradiol) are available in 6 PILPAK® &g
each containing 28 tablets as follows: :
21 active tablets, NDC 0008-2533, light-orange,
marked "WYETH” and "75".
7 inert tablets, NDC 00080486, pink, round tab
“WYETH"” and 486", '
References available upon request.
Brief Summary Patient Package Insert: See
DETAILED PATIENT LABELING: See LO/OVRAL
Shown in Product Identification Section, pag}
%)
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NORPLANT® SYSTEM

{levonorgestrel implants)

Patients should be counseled that this product i
protect against HIV infection (AIDS) and otha{
transmitted diseases. 1

DESCRIPTION .
The NORPLANT SYSTEM kit contains levono
plants, a set of six flexible closed capsules made ol
(dimethylsiloxane/methylvinylsiloxane copolyneg
containing 36 mg of the progestin levonorgestrel
in an insertion kit to facilitate implantation. The
are sealed with Silastic (polydimethylsiloxane) adi
sterilized. Each capsule is 2.4 mm in diameter and
length. The capsules are inserted in a superficial
neath the skin of the upper arm. e
Information contained herewith regarding safely
cacy was derived from studies which used two slig]
ent Silastic tubing formulations. The formulati
in the NORPLANT SYSTEM has slightly high
rates of levonorgestrel and at least comparable
Evidence indicates that the dose of levonorgestre
by the NORPLANT SYSTEM is initially about %
followed by a decline to about 50 mcg/day by 9 me
about 35 mcg/day by 18 months with a further ded
after to about 30 mcg/day. The NORPLANT §Y3
progestin-only product and does not contain est
Levonorgestrel, (d(->13-beta-ethyl-17-alpha-ething
hydroxygon-4-en-3-one), the active ingredient in
PLANT SYSTEM, has a molecular weight of 312
following structural formula: C

Levonorgestrel

CLINICAL PHARMACOLOGY
Levonorgestrel is a totally synthetic and biologia
progestin which exhibits no significant estrogm,
and is highly progestational..The absolute &
conforms to that of D-natural steroids. Levonorg
subjected to a “first-pass” effect and is virtually
available. Plasma concentrations average apm
0.30 ng/mL over b years but are highly variable w
of individual metabolism and body weight.
Diffusion of levonorgestrel through the wall of sd
provides a continuous low dose of the progestia,
blood levels are substantially below those generaly
among users of combination oral contraceptins
the progestins norgestre! or levonorgestrel. Be
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" crease, hyperglycemia

. vesiculobullous rash, cutaneous vasculitis with purpura,

In clinical trials, most adverse reactions were mild and tran-
sient. The discontinuation rate in controlled clinical trials,
because of adverse events, was 9% for patients treated with
Lodine. o .
New patient complaints (with an incidence greater than or
equal to 1%) are listed below by body system. The incidences
were determined from clinical trials involving 465 patients
with osteoarthritis treated with 300 to 500 mg of Lodine b.i.d.
(i.e., 600 to 1000 mg per day). .
INCIDENCE - GREATER THAN OR. EQUAL TO
1%—PROBABLY CAUSALLY RELATED.
Body as a whole—Chills and fever.
Digestive system~Dyspepsia (10%), abdominal pain®, diar-
rhea®, flatulence®, nausea®, constipation, gastritis, melena,
vomiting. . . , .
Nervous system—Asthenia/malaise®, dizziness*, depres-
sion, nervousness. : '
Skin and appendages—Pruritus, rash.
Special senses—Blurred vision, tinnitus.
Urogenital system—Dysuria, urinary frequency.” -
INCIDENCE LESS THAN 1%—PROBABLY CAUSALLY
RELATED (Adverse reactions reported enly in worldwide
postmarketing experience, not seen in clinical trials, are
considered rarer and are italicized.):
Cardiovascular system—Hypertension, congestive heart
failure, flushing, palpitations, syncope.
Digestive system—Thirst, dry mouth, ulcerative stomatitis,
anorexia, eructation, elevated liver enzymes, cholestatic
hepatitis, hepatitis, cholestatic joundice, jaundice, PUB (i.e.,
peptic ulcer with or without bleeding and/or perforation)
pancreatitis. c
Hemic and lymphatic system—Ecchymosis, anemia, throm-
bocytopenia, bleeding time increased, agranulocytosis, hemo-
Iytic anemia, neutropenia, pancytopenia.
Metabolic and nutritional—Edema, serum creatinine in-
in  previously controlled diabetic

patients.

Nervous system—Insomnia, somnolence.

Respiratory system—Asthma.

Skin and appendages—Angioedema, sweating, urticaria,

Stevens~Johnson Syndrome, hyperpigmentation, erythema
multiforme.

Special senses—Photophobia, transient visual disturbances.
Urogenital system—Elevated BUN, renal failure, renal insuf-
ficiency, renal papillary necrosis.

INCIDENCE LESS THAN 1%—CAUSAL RELATIONSHIP
UNKNOWN (Medical events occurring under circumstances
where causal relationship to Lodine is uncertain. These reac-
tions are listed as alerting information for physicians):
Body as a whole—Infection.

Cardiovascular 'system—Arrhythmias, myocardial infarc-
tion. Lot

Digestive system—Esophagitis with or without stricture or
cardiospasm, colitis.

Hemic and lympathic system—Leukopenia.

Metabolic and nutritional—Change in weight.

Nervous system—Paresthesia, confusion.

Respiratory system—Bronchitis, dyspnea, pharyngitis, rhi-
nitis; sinusitis.

Skin and appendages—Maculopapular rash, alopecia, skin
peeling, photosensitivity. .

One case of intentional etodolac over. ’ﬁ'sage has been re-
ported (Human Toxicol. 1988; 7:2034), his 53-year-old fe-
male ingested from 15 w 46 two-hundred mg etodolac cap-
sules (3 to 8.6 grams). Plasma etodolac concentrations were
measured frequently over the next 4 days. At 5 hours after
ingestion (3 hours after gastric lavage) the plasma etodolac
level was 22 png/mL. These plasma levels and her subsequent
recovery with no signs or symptoms of etodobuc toxicity were
consistent with systemic absorption of 600 to 800 mg. Her
laboratory tests on admission showed a prolonged prothrom.
bin time and a false-positive urine bilirubin (attributed to
the phenolic etodolac metaboiites), :

DOSAGE AND ADMINISTRATION

ANALGESIA

The recommended dose of Lodine for acute pain is 200 to 400
mg every 6 to 8 hours, as needed, not to exceed a total daily
dose of 1200 mg. For patients weighing 60 kg or less, the tota)
daily dose of Lodine should not exceed 20 mg/kg. For more
details see INDIVIDUALIZATION OF DOSAGE.
OSTEOARTHRITIS

The recommended dose of Lodine for the management of the
signs and symptoms of osteocarthritis is initially 800 to 1200
mg/day in divided doses, followed by dosage adjustment
within the range of 600 te 1200 mg/day given in divided
doses: 400 mg t.i.d. or b.i.d.; 300 mg q.id, t.id, or b.id.; 200
mg q.i.d. or tid. The total daily dose of Lodine should not
exceed 1200 mg. For patients weighing 60 kg or less, the total
daily dose of Lodine should not exceed 20 mg/kg. For more

Special senses—Con junctivitis, deafness, taste perversion.

Urogenital system—Cystitis, hematuria, leukorrhea, renal
calculus, interstitial nephritis, uterine bleeding irregu-
larities. .

DRUG ABUSE AND DEPENDENCE

Lodine is a non-narcotic drug. Several predictive animal
studies indicated that Lodine has no addiction potential in
humans. .

OVERDOSAGE - :
Symptoms following acute NSAID overdose are usually lim-
ited to lethargy, drowsiness, nausea, vomiting, and epigas-
tric pain which are generally reversible with supportive
care. Gastrointestinal bleeding can occur and coma has oc-
curred following massive ibuprofen or mefenamic-acid over-
dose. Hypertension, acute renal failure, and respiratory de-
pression may occur but are rare. Anaphylactoid reactions
have been reported with therapeutic ingestion of NSAIDs,
and may occur following overdose.

Patients should be managed by symptomatic and supportive
care following an NSAID overdose. There are no specific
antidotes. Gut decontamination may be indicated in patients
seen within 4 hours of ingestion with symptoms or following
a large overdose (5 to 10 times the usual dose). This should be
accomplished via emesis and/or activated charcoal (60 to 100
ginadults, I to 2 g/kg in children) with an osmotic cathartic.
Forced diuresis, alkalinization of the urine, hemodialysis or
hemoperfusion. would probably not be useful due to etodo-
lac’s high protein binding.

‘Drug'mmedwimtm;ﬂainmmuﬂngin3m9%d
patients treated with Lodine. Drug-related patient com-

tsting surveillance studies in ap-

plaints occurring in fewer than 3%, but more than 1%, are
- unmarked. . e

details see INDIVIDUALIZATION OF DOSAGE.

HOW SUPPLIED
Lodine (etodolac) is available as:
LODINE® (etodolac) Capsules
200 mg capsules (light gray with one wide red band with
LODINE 200/dark gray with two narrow red bands)
—in bottles of 100, NDC 0046-0738-8]
—in unit-dose packages of 100, NDC 0046-0738-99
300 mg capsules (light gray with one wide red band with
LODINE 300/light gray with two narrow red bands)
—in bottles of 100, NDC 0046-0739-81
—in unit-dose packages of 100, NDC 0046-0739-99
CAPSULES IN BOTTLES .
Store at 16°-30°C (59°-86°F), protected from moisture.
CAPSULES IN UNIT-DOSE PACKAGES
Store at 16°-26°C (69°-77°F), protected from moisture. For
institutional use only.
Lodine® (etodolac) Tablets
400 mg tablets (yellow-orange, oval, film<oated tablet,
debossed LODINE 400 on one side)
—in bottles of 100, NDC 0046-0761-81
—in unit-dose packages of 100, NDC 0046-0761.99
TABLETS IN BOTTLES
Store at 15°-30°C {59°-86°F).
TABLETS IN UNIT-DOSE PACKAGES
Store at 16°-30°C (59°-86°F) X . .
The appearance of these capsules is a registered trademark
of Wyeth-Ayerst Laboratories, Philadelphia, PA. .
Caution: Federal law prohibits dispensing without prescrip-
tion.

Shown in Product Identification Section, page 335

LO/OVRAL®

[léh-6h 'vral )

Tabiets

(norgestrel and ethinyl estradiol tablets)

Patients should be counseled that this
tect against HIV infection (AIDS) and
mitted diseases.

DESCRIPTION .

Each LO/OVRAL tablet contains 0.3 mg of norgestrel (d!-13-
beta-ethyl -17- alpha-ethinyl -17- beta - hydroxygon - 4- en -3-
one), a totally synthetic progestogen, and 0.03 mg of ethinyl
estradiol  (19-nor-17a-pregna-1,3,5 (10ktrien-20-yne-3,17-
diol). The inactive ingredients present are cellulose, lactose,
magnesium stearate, and polacrilin potassium.
CLINICAL PHARMACOLOGY

Combination oral contraceptives act by suppression of go-
nadotropins. Although the primary mechanism of this action
is inhibition of ovulation, other alterations include changes
in the cervical- mu i aset ty ol
eyy"ihto the uterus) and the endometrium (which 7

the likelihood of implantation).

INDIGATIONS AND USAGE
Orul contraceptives are indicated for the prevention of preg-
nancy in women who elect to use this product as u method of
contraception.

Oral contraceptives are highly effective. Table | lists the
typical accidental pregnancy rates for users of combination
oral conlraceptives and other methods of contraception. The

product does not pro-
other sexuaily trans-

)
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Continued on next page
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2. The day after you have
a a new Pilpak of tablets
‘e tablets first, just as you

tablet every day without
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su start tablets later than
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nite or light-orange tablet
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through bleeding is a flow
iring sanitary protection.
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-e usually temporary and
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-rsists for more than a few

=, the chance of becoming
i pill as soon as you realize
the risk of pregnancy in-
sou skip, it is very impor-

| each contain 21 active
'ilpak. Nordette-28, Ovral-
21 active white or light-

e tablets per Pilpak.
is quite small if you miss
olet in a cycle. Of course,
., the chance increases. If
- s (Nordette-28, Ovral-28,
-ed against pregnancy as
2xt white or light-orange

nite or light-orange tablet
consecutive white or light-
suld both be taken as soon
would then be taken at the
ne or two white or light-
»ak after the proper start-
2r method of birth control
sht-orange tablet daily for
through bleeding occurs
aally be temporary and of
le likelihood of pregnancy
or light-orange tablets are
y increases with each suc-
ir light-orange tablets are

al, or Lo/Ovral and forget
e tablets in & row, do not
Wait four more days—
sut tablets. Then begin a
‘he last tablet was taken.
blets, and until you have
:t daily for seven consecu-
:If from pregnancy by also
itrol.
al-28, or Lo/Ovral-28 and
rrange tablets in & row, do
r. Stop taking all medica-
ng the last missed tablet.
1 your period, and even if
Pilpak. During the days
re taken & white or light-
.ecutive days, you should
by also using another

nuous daily dosage sched-
of the year. Take the first
ienstrual period. Tablets
every day, without inter-
or not. If bleeding is pro-
sually heavy, you should

with each tablet missed.
. you take one tablet daily
take it as soon as you re-
blet at the regular time. If
¢ missed tablets as soon as
ular tablet for that day at
you should use another
n to taking Ovrette until
veeks) of medication.

Il more than two tablets have been missed, Ovrette should be
discontinued immediately and another method of birth con-
trol used until the start of your next menstrual period. Thea
you may resume taking Ovrette.

At times there may be no menstrual period after a cycle of
pills. Therefore, if you miss one menstrual period but have
taken the pills exactly as you were supposed to, continue as
usual into the next cycle. If you have not taken the pills cor-
rectly and miss 8 menstrual period, or if you are taking mini-
pills and it is 45 days or more from the start of your last men-
strual period, you may be pregnant and should stop taking
oral contraceptives until your doctor determines whether or
not you are pregnant. Until you can get to your doctor, use
another form of nonhormonal contraception. If two consecu-
tive menstrual periods are missed, you should stop taking
pills until it is determined by a physician whether you are
pregnant.
If you do become pregnant while using oral contraceptives,
the risk to the fetus is small, on the order of no more than one
per thousand. You should, however, discuss the risks to the
developing child with your doctor.
3. Pregnancy due to pill failure
The incidence of pill failure resulting in pregnancy is ap-
proximiately less than 1.0% if taken every day as directed,
but more typical failure rates are less than 3.0%. If failure
does occur, the risk to the fetus is minimal.
4. Pregnancy after stopping the pill -
There may be some delay in becoming pregnant after you
stop using oral contraceptives, especially if you had irregular
menstrual cycles before you used oral contraceptives. It may
be advisable to postpone conception until you begin menstru-
ating regularly once you have stopped taking the pill and
desire pregnancy.
There does not appear to be any increase in birth defects in
newborn babies when pregnancy occurs soon after stopping
the pill. ’
5. Overdosage
Serious ill effects have not been reported following ingestion
of large doses of oral contraceptives by young children. Over-
dosage may cause nausea and withdrawal bleeding in
females. In case of overdosage, contact your health-care
provider or pharmacist. U
6. Other information
Your health-care provider will take a medical and family
history before prescribing oral contraceptives and will exam-
ine you. You should be reexamined at least once a year. Be
sure to inform your health-care provider if there is a family
history of any of the conditions listed previously in this leaf-
let. Be sure to keep all appointments with your health-care
provider, because this is a time to determine if there are
early signs of side effects of oral-contraceptive use.
Do not use the drug for any condition other than the one for
which it was prescribed. This drug has been prescribed spe-
cifically for you; do not give it to others who may want birth-
control pills.
HEALTH BENEFITS FROM ORAL CONTRACEPTIVES
In addition to preventing pregnancy, use of oral contracep-
tives may provide certain benefits. They are:
@ Menstrual cycles may become more regular
® Blood flow during menstruation may be lighter, and less
iron may be lost. Therefore, anemia due to iron deficiency
is less likely to occur.
¢ Pain or other symptoms during menstruation may be
encountered less frequently
® Ovarian cysts may occur less frequently
e Ectopic (tubal) pregnancy may occur less frequently
o Noncancerous cysts or lumps in the breast may occur less
frequently
e Acute pelvic inflammatory disease may occur less fre-
quently
e Oral contraceptive use may provide some protection
against developing two forms of cancer: cancer of the ova-
" ries and cancer of the lining of the uterus.
If you want more information about birth-control pills, ask
your doctor or pharmacist. They have a more technical leaf
let called the Professional Labeling which you may wish to
read.
Shown in Product Identification Section, page 335

LO/OVRAL®-28 B
[ioh-oh 'vral-28 ]

Tablets

{norgestrel and ethinyl estradiol tablets)

Patients should be counseled that this product dots not pro-
tect against HIV infection (AIDS} and other sexuslly trans
mitted diseases. ’

DESCRIPTION

21 white LO/OVRAL® tablets, each containing 0.3 m¢
of norgestrel (dl-13-beta-ethyl-17-alpha-ethinyl-17-bets
hydroxygon--en-3-one), a totally synthetic progestogen, and
0.03 mg of ethiny! estradiol (19-nor-17a-pregna-13.510»
trien-20-yne-3,17-diol), and 7 pink inert tablets. The inactvw

ingredients present are cellulose, D&C Red 30, lactose, mag-
nesium stearate, and.polstfilin potagsium.
CLINICAL PHARMACOLOGY™/

Sec LO/OVRAL®. .~

- INDICATIONS AND USAGE

See LO/OVRAL.
CONTRAINDICATIONS
See LO/OVRAL.

WARNINGS
See LO/OVRAL.

PRECAUTIONS

See LO/OVRAL.

Drug Interactions: See LO/OVRAL.
Carcinogenesis: See LO/OVRAL.

Pregnancy: See LO/OVRAL.

Nursing Mothers: See LO/OVRAL.
Information for the Patient: See LO/OVRAL.

ADVERSE REACTIONS
See LO/OVRAL.

OVERDOSAGE

See LO/OVRAL.

NONCONTRACEPTIVE HEALTH BENEFITS

See LO/OVRAL.

DOSAGE AND ADMINISTRATION

To achieve. maximum contraceptive effectiveness,
LO/OVRAL-28 must be taken exactly as directed and at
intervals not exceeding 24 hours. R

The dosage of LO/OVRAL-28 is one white tablet daily for
21 consecutive days followed by one pink inert tablet daily
for 7 consecutive days according to prescribed schedule. It is
" recommended that tablets be taken at the same time each
dsy, preferably after the evening meal or at bedtime.
During the first cycle of medication, the patient is instructed
to begin taking LO/OVRAL-28 on the first Sunday after the
onset of menstruation. If menstruation begins on a Sunday,
the first tablet (white) is taken that day. One white tablet
should be taken daily for 21 consecutive days followed by one
pink inert tablet daily for 7 consecutive days. Withdrawal
bieeding should usually occur within three days following
discontinuation of white tablets. During the first cycle, con-
traceptive reliance should not be placed on LO/OVRAL-28
until 8 white tablet has been taken daily for 7 consecutive
days. The possibility of ovulation and conception prior to
initiation of medication should be considered.

The patient begins her next and all subsequent 28-day
courses of tablets on the same day of the week (Sunday) on
which she began her first course, following the same sched-
ule: 21 days on white tablets—7 days on pink inert tablets. If
in any cycle the patient starts tablets later than the proper
day, she should protect herself by using another method of
birth control until she has taken a white tablet daily for 7
consecutive days.

If spotting or breakthrough bleeding occurs, the patient is
instructed to continue on the same regimen. This type of
bleeding is usually transient and without significance; how-
ever, if the bleeding is persistent or prolonged the patient is
advised to consult her physician. Although the occurrence of
pregnancy is highly unlikely if LO/OVRAL-28 is taken ac-
cording to directions, if withdrawal bleeding does not occur,
the possibility of pregnancy must be considered. If the pa-
tient has not adhered to the prescribed schedule (missed one
or more tablets or started taking them on a day later than
she should have), the probability of pregnancy should be
considered at the time of the first missed period and appro-
priate diagnostic measures taken before the medication is
resumed. 1f the patient has adhered to the prescribed regi-
men and misses two consecutive periods, pregnancy should
be ruled out before continuing the contraceptive regimen.
The patient should be instructed to take a missed white tab-
let as soon as it is remembered. If two consecutive white tab-
lets are missed, they should both be taken as soon as remem-
bered. The next tablet should be taken at the usual time.
Any time the patient misses one or two white tablets, she
should also use another method of contraception until she
has taken a white tablet daily for seven consecutive days. If
the patient misses one or more pink tablets she is still pro-
tected against pregnancy provided she begins taking white
tablets again on the proper day.

If breakthrough bleeding occurs following missed white tab-
lets, it will usually be transient and of no consequence. While
there is little likelihood of ovulation occurring if only one or
two white tablets are missed, the possibility of ovulation
increases with each successive day that scheduled white tab-
lets are missed. If three consecutive white LO/OVRAL tab-
lets are missed, all medication should be discontinued and
the remainder of the 28-day package discarded. A new tablet
cycle should be started on the first Sunday following the last
missed tablet, and an alternate means of contraception
should be prescribed during the days without tablets and
until the patient has taken a white tablet daily for 7 consecu-
tive days.

- MAZANOR®

In the nonlactating mother, L{
postpartum, for contraception
istered in the postpartum p
thromboembolic disease asso
period must be considered (see
and Precautions concerning th
be noted that early resumpti
Parlodel® (bromocriptine me
prevention of lactation.

HOW SUPPLIED :
LO/@VRAL®-28 Tablets (0.3
ethinyl estradiol) are availabl
dispensers, each containing 2
21 active tablets, NDC 000
marked "WYETH"' and "78".
7 inert tablets, NDC 0008-048
“WYETH” and “486". .
References available upon |
Brief Summary Patient Packa
DETAILED PATIENT LABELI!

Shown in Product Identif

[maz'a-nor ]
{mazindol}

DESCRIPTION
Mazanor (mazindol) is an imid
It is chemically designated as
2,3-dihydro-5H-imidazo (2,1-a)
of 2[2'{p-chlorobenzoyl) phe
tablets contain 1 mg mazind
present are calcium sulfate, ¢
stearate, povidone, and talc.

HOW SUPPLIED
Mazanor® (mazindol) Tablets
following dosage strength in b
1 mg, NDC 0008-0071, white,
“WYETH"” and "71".
Keep tightly closed. :
Store below 28° C {77 F).
Dispense in tight container.
For prescribing information,
Wyeth-Ayerst Laboratories, P.
19101, or contact your local
Shown in Product Ident

MEPERGAN®
{mep ‘er-gan )
(meperidine HCI and
promethazine HCI)
Injection

DESCRIPTION

This product is available in
each of meperidine hydrochl
chioride per mL with 0.1 mg
cium chloride, and not more th:
hyde sulfoxylate, 0.25 mg sodi
phenol with sodium acetate

ACTIONS :
Meperidine hydrochloride is a n
ple actions qualitatively si
Phenergan®, promethazine
tive that has several differen
cluding antihistaminic, sedat
INDICATIONS

As a preanesthetic medicatio
are indicated. As an adjunct t

CONTRAINDICATIONS

Hypersensitivity to meperidi
Under no circumstances shou!
arterial injection, due to the
spasm and the possibility of r
ings"). ;
Mepergan should not be given
evidence of chemical irritation |
lesions have resulted on rare oc
ous injection. The preferred par
tion is by deep, intramuscular |
Meperidine is contraindicated ir
monoamine-oxidase inhibitors |
received such agents within 14
Therapeutic doses of meperidine
tated unpredictable, severe, a
in patients who have received
The mechanism of these reacti
been characterized by coma, se
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ethinyl estradiol

Therapeutic class: Oral contraceptive.

CLINICAL PHARMACOLOGY

Combination oral contraceptives act primarily by suppres-
sion of gonadotropms Although the primary mechanism of
this action is mhxbmon of ovulat.xorx. other alnerat:

; /xg:creas;e the dxfﬁculty of sperm entry into the ute
the endometnum (w 'ch may reduce the hkehhood of im

INDICATIONS AND USAGE
Demulen 1/35 and Demulen 1/50 are indicated for the pre-
vention of pregnancy in women who elect to use oral con-
traceptives as a method of contraception.

~ Oral contraceptives are highly effective. Table 1 lists the
typical accidental pregnancy rates for users of combination
oral contraceptives and other methods of contraception. The
efficacy of these contraceptive methods, except sterilization,
depends upon the reliability with which they are used. Cor-
rect and consistent use of methods can result in lower failure
rates. : :
Table 1. Lowest expected and typical failure rates during the
first year of continuous use of s method. Percent of women
experiencing an accxdental pregnancy in the first year of
contmuous use:!

Lowest
Expected*

No contraception 85 85
Oral contraceptives e
Combined 0.1 N/A®**
Progestogen only 0.5 N/A®**
Dxaphragm with spermicidal :
_cream or jelly 6 18
Spenmc:des alone (foam,
creams, jellies and vagmal
suppositories) ; 21
Vaginal sponge - ;
Nulliparous -18
Parous : : 28
TUD (medicated) 4 :
Progesterone N7A®*®
Copper T 380A N/A***
Condom without spermicides 12
Periodic abstinence (all :
methods) o 20
Female sterilization 02 04
Male sterilimtion : 01 ’ 0.15

Method Typical**

Adapted from Trussell et al!

* The authors best guess of the percentage of women ex-

_ pected to experience an accidental pregnancy among

couples who initiate a method (not necessarily for the

first time) and who use it consistently and correctly dur-

ing the first year if they do not stop for any other reason.

** This term represents "typical” couples who initiate use

of a method (not necessarily for the first time), who expe-

- ‘rience an accidental pregnancy during the first year if
they do not stop for any other reason. .

*** N/A—Data not available. S

CONTRAINDICATIONS

Oral contraceptives should not be used in women who have |

the following conditions:
. Thmmbophiebxtm or thromboembolic dxsordem

® A past history of deep vein thmmbophlebxtm or thrombo-

embolic disorders ;
® Cerebral vascular disease; myocardml infarction, or coro-
nary artery disease, or a past history of these conditions
® Known or suspected carcinoma of the breast. ora l-ustory
of this condition :

® Known or suspected carcinoma of the female reproductive

organs or suspected estrogen-dependent neoplasia, or &

history of these conditions : i
® Undiagnosed sbnormal genital bleeding
| @ History of cholestatic jaundice of pregnancy or jaundxce
with prior oral contraceptive use
® Past or present, benign or malignant liver tumors
® Known or suspected pregnancy

WARNINGS 5

.

Cigarette smoking increases the risk of serious cardio-
vascular side effects from ofal contraceptive use. This
risk increases with age and with heavy smoklng {16 or
more cigarettes per day} and is quite marked In en
over 36 years of age. Women who usé oral contracep-
ivu shouid be strongly advind not to smoke.

The use of oral contraceptives is associated with increased
risk of several serious conditions including venous and arte-

rial thromboembolism;, thrombotic and hemorrhagic stroke,

myocardial infarction, liver tumors or other liver lesions,
and gallbladder disease. The risk of morbidity and mortality
increases significantly in the presence of other risk factors

such as hypertension, hyperixpxdemm. obesxty, and diabetes

mellitus.
Practitioners prescribing oral eontraoeptxves should be fa-
miliar with the following information relating to these and
other risks.

The ‘information contained herein is principally

with formulations contammg higher amounts of estrogens
and progestogens than those in common use today. The effect
of long-term use of the oral contraceptives with lesser
amounts of both estrogens md progestogem remams to be
determined.

Throughout this Iabelmg. ep:dem:ologma! studies reported
are of two types: retrospective casecontrol studies and pro-
'spective cohort studies. Case-control studies provide an esti
mate of the relative risk of a disease, which is defined as the

~ ratio of the incidence of a disease among oral contraceptive |
_users to that among nonusers. The
~ tio) does not provide information about the actual clinical

tive risk (or odds ra-

occurrence of a disease. Cohort studies provide a measure of

' both the relative risk and the attributable risk. The latter is
- the difference in the incidence of disease between oral contra-
ceptive users and nonusers. The attribitable risk does pro-

vide information about the actual occurrence ncidence of
a disease in the subject population. For further information,
‘the reader is referred {o a text on epidemiological methods.
1. Thromboembolic disorders and other vascular pfablem;
a. Myocardial infarction. An increased risk of myocardial

infarction has been associated with oral contraeeptweu

use??! This increased risk is primarily in smokers or in

| women with other underlying risk factors for coronary

tery disesse auch as hypertemton, abealty dxabetee and
!

‘to be 2t06. The risk is very low under the age of 30. However,
there is the possibility of a risk of cardiovascular dméase
even in very young women who take oral contraceptives. .

Smoking in combination with oral eontraceptive use has

_ been reported to contribute wbstantm]ly to the risk of myo-
_cardial infarction in women in their mi

with smoking accounting for the majority of excess case&ﬁ

f ~ Mortality rates associated with circulatory disease have

own to increase substantially in- smokers, especially
in those 35 years of age and older among women who use oral

/| contraceptives (see Figure 1, Table 2).

Figure 1. Circulatory disease ‘mortality rates per. 100,000
woman-years by age, smoking status, and oral contraceptive
use. S a Sl AR e T
5 M»ustumas;‘
I ven-Usens iSsoxersi

MORTALITY. RATE INO. OF  DEATHS)

Cas24 2534

Adapted from Layde and Berall

Oral contraceptives may compound the effects of well-known i

cardiovascular risk factors such as bypertensmn. diabetes,
hyperhpxdemxas‘ hypercholesterolemia, age, cigarette smok-

'ing, and obesity. Mrﬁcﬂlar some progestogens decmaae :
and cause glucoee mwierance. while |

HDL cholesterol

based on
- studies carried out in patients who used oral contraceptives

thirties or older, |

' estrogen-progestogen eombmx i
_ scribed should be

estrogens mag create a state of hypa
traceptives have been shown to

_among some users (see Warning

risk factors have been aseociated witk
heart disease.
b. Thromboembaﬂtm An incresssd
and thrombotic disease associated with
traceptives is well established /2%
have estimated the relative risk tobs
superficial venous thrombosis, 4 to 11
sxs or pulmonary embolism, and 1.5 W§|
mg “conditions  for venous
4548 Cohort studies have

‘ be aomewhat lower, about 3 for new:

p;t hm&ry of venous thrombosis
about 4.5 for new cases requiring
risk of venous thrombo::quohc
contraceptives is not related to dursties
A two- to seven-fold increase in relstiw,
thromboembolic complications has b
use of oral contraceptives.
thrombosis in women who have :
about twice that of women withost
tions.®* If feasible, oral conf X
ued at least 4 weeks prior to and for
surgery of a type associated with an
boembolism, and also during and
bilization. Since the immediats p

associated with an increased risk of i §

contraceptives should be started no:
after delivery in women who elect st i
¢. Cerebrovascular diseases. Both the
able risks of cerebrovascular cvenls
rhagic strokes) have been re balbe
contraceptive use,1¢17.184Qun-u

 the risk was greatest among older

sive women who also smoked Hyp

- be a risk factor for both users and n
| strokes, w!nie smoking mcraned e
- strokes.

In one large study,®? the rel
was reported as 9.5 times greater in
It ranged from 3 for normotensi

 traceptives, 1.8 for nonnotenn ¢
| with severe hypertensl .
| women and among sm

~ amount é( estrogen and progestopes

~and the nsk of vaacular di

omen 40-49

for 5 or more years,
not demonstrated in other age
study reported former a

- cantly associated with increased

rhage.”” In another study, in Grest

5 ‘ apmg nonrheum Lch‘

tinuation of bra] néepmn,
‘was small. 1‘-‘“-~ ;

50 mcg or more of estmgeu
2. Estimates of mortality fro
study®’ gathered data from

. estimated ‘the mortality rate

methods of contraception at
ectunatea mclude the eambmed risk of
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Syntex—Cont.’

.~ 9. Hold the Injector with the

open end up and fully insert
the TUBEX® Sterile
Cartridge-Needle Unit.
Firmly tighten the ribbed
collar in the direction of the
*“CLOSE" arrow. o .

3. Thread the plunger rod into
the plunger of the TUBEX®
Sterile Cartridge-Needle Unit
until slight resistance is felt.
The Injector is now ready

for use in the usual manner.

Yo administer ‘

Method of administration is the same as with conventional
syringe. Remove needle cover by grasping it securely; twist
and pull. Introduce needle into patient, aspirate by pulling
back slightly on the plunger, and inject.

Yo remove the empty TUBEX® Cartridge-Needie Unit and
dispose into a vertical needle disposal container

1. Do not recap the needle. Disengage the plunger rod.

2. Hold the Injector, needle down, over a vertical needle dis-
posal container and loosen the ribbed collar. TUBEX®
Cartridge-Needle Unit will drop into the container.

[ OPEN F

A
Hezpma—ns

3. Discard the needle cover.
To remove the empty TUBEX® Cartridge-Needle Unit and

dispose into a horizontal {meilbox) needle disposal container.

1. Do not recap the needle. Disengage the plunger rod.

2. Open the horizontal (mailbox) needle disposal container.
Insert TUBEX® Cartridge-Needle Unit, needle pointing
down, halfway into container. Close the container lid on car-
tridge. Loosen ribbed collar; TUBEX® Cartridge Unit will
drop into the container. e

3. Discard the needle

cover.

- The TUBEX® Injector is

reusable and should not
be discarded.

. Used TUBEX®

Cartridge-Needle Units

should not be employed

for successive injections

or as multiple-dose con-

tainers. They are

intended to be used only once and
discarded.

NOTE: Any gradusted markings on TUBEX® Sterile Car-
tridge-Needle Units are to be used only as & guide in mixing,
withdrawing, or administering measured doses.

Wyeth does not re;:ommend and will not accept responsibil-

ity for the usé of any cartridge-needle units other than

TUBEX® Cartridge-Needie Units in the TUBEX® Injector.
Directions for Use of the TUBEX ® Injector have been repro-
duced with permission of Wyeth Laboratories.

CAUTION: Federal law prohibits dispensing without pre-
scription. ' :
US. Patent No. 4,089,969 and others.
02-2435-00-01

4/92 ;

©1992 Syntex Laboratories, Inc
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TRI-NORINYL® Tabiets
{norethindrone and
ethinyl estradiol)

BREVICON® Tablets - -
{brev'i-kahn )
{norethindrone and

ethinyl estradiol)

NORINYL® 1 + 35 Tablets
fnor'tnil} : :
{norethindrone and

ethinyl estradiol}

"NORINYL® 1 + 50 Tablets
{norethindrone and mestranol}

NOR-QD® Tabiets
{norethindrone)
Tablets 0.36 mg. -

Products of Syntex (F.P.) Inc.

DESCRIPTION

TRIENORINYL 21-DAY Tablets provide an oral contracep-
tive regimen of 7 blue tablets followed by 9 yellow-green tab-
Jets and 5 more blue tablets. Each blue tablet contains nor-
ethindrone 0.5 mg and ethinyl estradiol 0.035 mg and each
yellow-green tablet contains norethindrone 1 mg and ethinyl
estradiol 0.035 mg. : .
TRI-NORINYL 28-DAY Tablets provide a continuous oral
contraceptive regimen of 7 blue tablets, 9 yellow-green tab-
lets, 5 more blue tablets, and then 7 orange tablets. Each
biue tablet contains norethindrone 0.5 mg and ethinyl estra-
diol 0.035 mg, each yellow-green tablet contains norethin-
drone 1.0 mg and ethinyl estradiol 0.035 mg, and each orange
tablet contains inert ingredients. ;

BREVICON 21-DAY Tablets provide an oral contraceptive
regimen consisting of 21 blue tablets containing norethin-
drone 0.5 mg and ethiny! estradiol 0.035 mg. B

- BREVICON 28-DAY Tablets provide a continuous oral con--
| traceptive regimen consisting of 21 blue tablets containing

norethindrone 0.5 mg and ethiny! estradiol 0.035 mgand 7
‘orange tablets containing inert ingredients. : .
NORINYL 1 + 35 21-DAY Tablets provide an oral contra- .
ceptive regimen consisting of 21 yellow-green tablets con-
taining norethindrone 1 mg and ethinyl estradiol 0.035 mg.
NORINYL 1 + 35 28-DAY Tablets provide a continuous
oral contraceptive regimen consisting of 21 yellow-green |

‘| tablets containing norethindrone 1 mg and ethinyl estradiol
:0.035 mg and 7 orange tablets containing inert ingredients.
NORINYL 1 + 50 21-DAY Tablets provide an oral contra-

ceptive regimen consisting of 21 white tablets containing
norethindrone 1 mg and mestranol 0.05 mg.
NORINYL 1 + 50 28-DAY Tablets provide a continuous
oral contraceptive regimen consisting of 21 white tablets
containing norethindrone 1 mg and mestranol 0.05 mg and 7
orange tablets containing inert ingredients. '
NOR-QD Tablets provide & continuous oral contraceptive -
regimen of one yellow norethindrone 0.35 mg tablet daily.
Norethindrone is a potent progestational agent with the
chemical name 17-hydroxy-19-nor-17a-pregn-4-en-20-yn-
3.one. Ethinyl estradiol is an estrogen with the chemical

" name 19-nor-17a-pregna-1, 3, 5(10) -trien-20-yne-3, 17-diol.

Mestranol is an estrogen with the chemical name 3-methoxy-
19-nor-17a-pregna-1, 3, 510) -trien-20-yn-17-ol. o
Inactive Ingredients: - Each tablet contains the following
inactive ingredients: lactose, magnesium stearate, povidone,
starch, and one or more of the foliowing dyes; D&C Green No.
5, D&C Yellow No. 10, FD&C Blue No. 1, FD&C Yeliow No. 6.
CLINICAL PHARMACOLOGY ! : :
Combination oral contraceptives act by suppression of gona-
dotrophins. Althotigh the primary mechanism of this action
is inhibition of ovulation, other alterations include changes

ch-increase-the di fsperm
entry into the uterus) and the endometrium (which may re~
duce the likelihood of implantation). ]

) »mpgguw:v‘s AND USAGE __ s
Oral contraceptives nre-inidicated for the prevention of preg-

nancy in women who elect to use these products as a method
of contraception. G

Oral contraceptives are highly effective. Table I lists the
typical accidental pregnancy rates for users of combination
oral contraceptives and other methods of contraception.’
The efficacy of these contraceptive methods, except steriliza-
tion, depends upon the reliability with which they are used.
Correct and consistent use of methods can result in Jower
failure rates. : s :

[See table at top of next column.}

CONTRAINDICATIONS - S
Oral contraceptives should not be used in women who have
the following conditions: . .

® ‘A past history of deep vein thrombophiel
e ERR DRSS

rnRalis dtanrd o

or thrombo-

TABLE I: LOWEST EXPECTED AND
. FAILURE RATES DURING THE FIRS?
s CONTINUOUS USE OF A ME
% of Women Experiencing an Accideatal
! " in the First Year of Contin

P

Method

(No contraception)

Oral contraceptives
‘combined
progestogen only

- Diaphragm with spermicidal

cream or jelly
Spermicides alone (foam,
_creams, jellies and -
- ¥aginal suppositories)
Vaginal sponge -
Nulliparous :
Multiparous
IUD (medicated)
Condom ‘without spermicides
Periodic abstinence
(all methods)
Female sterilization
Male sterilization

Adapted from J. Trussell and K. Kost, Tobls B3
*The authors’ best guess of the percentags of Wag
pected to experience an accidental pra
ples who initiate a method (not necemarily by
time) and who use it consistently and corveetly
first year if they do not stop for any other me
b This term represents "typical” couples »
method (not necessarily for the firsl time
an accidental pregnancy during the first.
‘stop use for any other reason. The authors.
largely from the National Surveys
(NSFG), 1976 and 1982. :

¢ N/A—Data not available from the NSPG,

9 Combined typical rate for both medicsed
~ medicated TUD. The rate for medicated D

f ‘ available. :

® Cerebral vascular or coronary artery

® Known or suspected carcinoma of the

® Carcinoma of the endometrium, and

- estrogen-dependent neoplasia

¢ Undiagnosed abnormal genital bl

® Cholestatic jaundice of pregnancy
pill use - i S

- & Hepatic adenomas, carcinomas orbenh
& Known or suspected pregnancy

WARNINGS

© Cigarette smoking increases the risk

| vascular side effects from oral

- risk increases with age and with heavy
_more cigarettes per day) and is quits marka
over 35 years of age. Women who uee o

_tives should be strongly sdvised not s

The use of oral contraceptives is smocisted
risks of several serious conditions incloding
farction, thromboembolism, stroke, hepatic
- gallbladder disease, although the risk of
and mortality increases significantlyin the
underlying risk factors such as h
lipidemias, hypercholesterolemia, obesity

iliar with the following information rel
The information contained in this package
pally based on studies carried out in petiety
contraceptives with formulations contsialag

‘:Eactitioners prescribing oral con

" higher of estrogen.®"!! The effects of

lower dose formulations of both

remain to be determined.

Throughout this labeling, epidemiological
are of two types: retrospective or case
prospective or cohort studies. Case contrel
measure of the relative risk of & di
ratio of the incidence of a disease

users to that among nonusers, can

from case control studies, but the odds
measure of relative risk. The relative risk
information on the actual clinical
Cohort studies provide not onlya

but & measure of attributable risk, wl
‘the incidence of disease between oral

~and nonusers. The attributable risk
tion gﬂgt the actual occurrence of &

i
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Parke-DaviSfCont. o

a7 alpha-ethinyl-1,3,510 estratriene.3,17 beta-diol), 20
tains acacia, NF; Iactose, NF; magnesium stes.
rate, NF; starch, NF; confectioner’s sugar, NF; talc, USP.

(17 alpha-ethinyl-l,3,5(10)-esttstriene~3, 17 beta-djol), 30 |
mcg. Also contains acacia; NF; lactose, NF; magnesium steq.
rate, NF; starch, NF; confectioner’s sugar, NF; talc, USP;
D&C yellow No: 10; FD&C yellow No. 6; FD&C blue No. |
Each brown tablet contain i .
[errous~fumarate, USP; m

USP; sodium starch glyc

dextrins. i

DESCRIPTION _ , i TR A
Loestrin 21 and Loestrin Fe are Progestogen-estrogen comp;.
nations. .

Loestrin Fe 1/20 and 1.5/

CLINICAL PHARMACOLOGY - - ]
Combination ora} contraceptives act by suppression of go- | - R S b ! i .
nadotropins. Although the Primary mechanism of this action | e - - i

s inhibition of ovulation, other alteratioms. include changes ’Adépted from PM. Layde and v/ Beral, ref #12.
th *-| WARNINGS T —

in the cervical mucys twhich increase.

~entry-into the-uterus) and the endg
¢ the likelihood of implantation), - - e
' SANIY USAGE ™ : vascular side effects from oral Contraceptive

I

i

Cigarette pmokth’g lncytanii the risk of serious cardio.

Loestrin 21 and Loestrin Fe are indicated for the prevention tiskincreases with a

of pregnancy in women who elect to use ora] contraceptives i ;

as a method of Contraception. ;

Oral contraceptives are highly effective. Table I lists the

typical accidental Pregnancy rates for users of combination

oral contraceptives and other methods of contraception. The

efficacy of these contraceptive methods, except sterilization,

depends upon the reliability with which they are used. Cor.

rect and consistent use of methods can resuylt in lower failure ¢ ¢

rates, ; i i T : : n withoubunderly-

[See table below.] e : i igk ctors. he ris ‘morbidity and mortality jn.

CONTRAINDICATIONS L o ver underlying risk

Oral contraceptives should ot be used in women who rh

currently have the following conditions; ;

® Thrombophiebitis or thromboembolic disorders.

® A past history of deep vein thrombophlebitis or thrombo-
embolic disorders i i i :

® Cerebral vascular or coronary artery disease

oK ; f

estogens than those in c"ommon'uée today,
ected ot g den s term use of the ora) contraceptives with lower formyla. -
pected estrogen-dependen neoplagia 3 tions of both estrogens and progestogens rema;; tobe - Soo B
® Undiagnosed abnormal genital bleeding i . mined. o Progestos o telob d.et:er" _Cases (11). Mortal),
® Cholestatic jaundice of pregnancy or Jaundice with prior Throughout this |a | have been shown
. pill use : : S areof two s o | the age of 35 an
® Hepatic.adenomas or carcinomas T Pprospective or cohort ies. Case con udi ide'n ong wom

2 Known or suspected pregnancy S ! _measure of the relative risk of o i , namel io of | [See table above,

g > - e - Ofﬂl'wntrﬂcenﬂmw

; " | risk factors, suc| hy

(No contraception) .
Oral contraceptives
. combined
progestin only ..
o . Diaphragm with spermicidal cream or Jjelly
R Spermicides alone (foam, creams, Jellies and vaginal ..
suppositories) .. S
Vaginal sponge -
nulliparous .
multiparoug,
IUD (medicated) .
Condom without spermicides .
Periodic abstinence (all methods). ..
Female sterilization
Male sten'limtiop

Adapted from J. Trussell and K. Kost, Table 11, ref. #1. T 8 . T ; G
* The authors' best guess of the percentage of women expected to experience an accidental Pregnancy among coupleg 'who
initiate & method (not necessarily for the firgt time) and who uge it consistently and correctly during the first Yearifthey |
do not.stop for any other reason. ! g : : T : an
* This term represents “typical” couples who initiate use of method (not necessarily for the first time), who experience an
- accidental pregnancy during the first year if they do not stop use for-any other reason. : - . TR e
*** N/A<Data not available o :
t Combined typical rate for both medicated and non
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vsseniinsitation
i &5 increase tne risk of salicylate toxicity.
i The anticoagulant effects of warfarin
by the coadministration of 1200 mg/day of
peless, caution should be exercised when
that affects platelet function to the regimen
Baving oral anticoagulants. )
nists:  The total body clearance of oxa-
d by 20% in subjects who concurrently
ic doses of cimetidine or_ranitidine; no
netic parameter was affected. A change of
B magnitude lies within the range of normal
wlikely to produce a clinically detectable
autcome of therapy. : B
. Sobjects receiving 1200 mg Daypro qd with
bid exhibited statistically significant but
% in gitting and standing blood pressures
Sarefore, as with all NSAIDs, routine blood
phing should be considered in these patients
Iy Deypeo therapy.
e coedministration of oxaprozin and ant-
ben, or con jugated estrogens resulted in no
Apificant changes in pharmacokinetic parame-
Ppud/or multiple-dase studies. The interaction
with lithium and cardiac glycosides has not
1 b

tience are difficult to estimate accurately and are only listed

88 lows thun 1%. .

The adverse event rates below refer to the incidence in the

first month of use. Most of the events were seen by this time

for common adverse reactions. However, the cumulative

incidence can be expected to rise with continued therapy,

and some events, such as gastrointestinal bleeding (see

. Warnings), seem to occur at a constant or possibly increasing

rate over time.

The most frequently reported adverse reactions were related

to the gastrointestinal tract. They were nausea (8%) and

dyspepsia (89,). .

INCIDENCE GREATER THAN ¥%:

follpwing adverse reactions occurred a

than 1% and are probably related to treatment. Reactions

oceurring in 3% to 9% of patients treated with Daypro are

indicated by an asterisk(*); those reactions occurring in less

than 3% of patients are unmarked.

Digestive system: abdominal pain/distress, anorexia, con-

stipation®, diarrhea',' dyspepsia®, flatulence, nausea®,

vomiting. : | .

Nervous  system; CNS inhibition’ (depression, sedation,

somnolence, or confusion), disturbance of sleep.

 Skin and appendages: rash°®.

Specisl senses: ‘tinnitus.

Urogenital system: - dysuria or

* INCIDENCE LESS THAN 1%:

Probable causal relationship: The following adverse reac-

tions were reported in clinical trials at an incidence of less

than 1% or were reported fror foreign experience. Those

reactions reported only from foreign marketing experience

are in italics. The probability of a causal relationship exists

between the drug and these adverse reactions.

Body as & whole: anaphylaxis.

Cardiovascular system: edema, blood pressure changes.

Digestive system: - peptic ulceration and/or GI bleeding (see

Warnings), liver function abnormalities including hepatitis

(see Precautions), stomatitis, hemorrhoidal or rectal

bleeding. -

. Hematologic system: anemia, thrombocytopenia, leukope-
nia, ecchymoses. :

Metabolic system: weight gain, weight loss.

Nervous system: weakness, malaise. :

Respiratory system: sym ptoms of upper respiratory tract

infection. '

Skin: pruritus, urticariz, photosensitivity.

Special senses: blurred vision, con junctivitis.

Urogenital: acute interstitial nephritis, hematuria, renal

insufficiency, decreased menstrual flow. .

Causal relationship unknown: The following adverse reac-

tions occurred gt an incidence of less than 1% in clinical tri-

als, or were suggested from marketing experience, under

circumstances where a causal relationship could not be

definitely established. They are listed as alerting informa-

tion for the physician.-

Cardiovascular systern: palpitations.

Digestive system: alieration in taste.

Respiratory system: sinusitis, pulmonary infections.

Skin and appendages: alopecia.

- Special senses: hearing decrease.

Urogenital system: increase in menstrual flow.

DRUG ABUSE AND DEPENDENCE

Daypra is a non-narcotic drug. Usually reliable animal stud-

ies- have indicate] that Daypro has no¢ known addiction
potential in humuns,

OVERDOSAGE BRI

No patient expericnced either an accidental or intentional
overdosage of Day,ro in the clinical trials of the drug. Symp-
toms following acute overdose with other NSAIDs are usu-
ally limited to lethargy, drowsiness, nausea, vomiting, and
epigastric pain and are generally reversible with supportive
care. Gastrointes.inal bleeding and coma have occurred fol-
lowing NSAID overdose. Hypertension, acute renal failure,
and respiratory depression are rare.

Patients should be managed by symptomatic and supportive
care following an NSAID overdose. There are no specific
antidotes. Gut decontamination may be indicated in patients
seen within 4 hours of ingestion with symptoms or following
alarge overdose (5 to 10 times the usual dose). This should be
accomplished via emesis and/or activated charcoal (60 to
100 g in adults, 1 to 2 g/kg in children) with an osmotic ca-
thartic. Forced diuresis, alkalization of the urine, or hemo-
perfusion would probably not be useful due to the high
degree of protein binding of oxaprozin.

DOSAGE AND ADMINISTRATION

Rheumatoid arthritis: The usual daily dose of Daypro in the
management of the signs and symptoms of rheumatoid
arthritis is 1200 mg (two 600-mg caplets) once a day. Both
smaller and larger doses may be required in individual
- patients (see Individualization of Dosage).

Osteoarthritis:  The usual daily dose of Daypro for the man-
agement of the signs and.symptoms ‘of moderate to severe
osteoarthritis is 1200 mg (two 600-mg caplets) once a day. For
. patients of low body weight or with milder disease, an initial

sr RO ailAY

In clinical trials the
t an incidence greater

frequency.
i mitagenesis, impairment of fertility: In
Bes, 0xaprozin administration for 2 years
the exacerbation of liver neoplasms
and carcinomas) in male CD mice, but
i (D mice or rats. The significance of this
fading to man is unknown. :
it display mutagenic potential. Results from
froard mutation in yeast and Chinese ham-
@) cells, DNA repair testing in CHO cells, -
fig in mouse bone marrow, chromosomal
in human lymphocytes, and cell transfor-
i mouse fibroblast all showed no evidence of
w cell-transforming ability.
iistration was not associated with impair-
& male and female rats at oral doses up to
mg"/mzr, the usual human dose is
iy K2 mg/m?). However, testicular degeners-
d in beagle dogs treated with 37.5 to
150 to 3000 mg/m? of oxaprozin for
RSmg/kg/day for 42 days, a finding not con-
wecies. The clinical relevance of this finding
Y . )
Seatogenic Effects—Pregnancy Category C.
Maquate or well-controlled studies in pregnant
gy studies with oxaprozin were performed
Rwd rabbits. In mice and rats, no drug-related
snormalities were observed at 50 to 200 mg/
tin (225 to 900 mg/m?). However, in rabbits,
med fetuses were observed in dams treated
»g/kg/day of oxaprozin (the usual human
Ouprozin should be used during pregnancy
bial benefits justify the potential risks to the

1 r The effect of ‘oxaprozin in pregnant
swwn. NSAIDs are known to delay parturition,
Mdure of the fetal ductus arteriosus, and to be
whiystocia. Oxaprozin is known to have caused
Wypwurvival in rat studies. Accordingly, the use
dwing late pregnancy should be avoided.
e Studies of oxaprozin excretion in human
®hen conducted; however, oxaprozin was found
{inctating rats. Since the effects of oxaprozin
® 0t known, caution should be exercised if
sministered to nursing women.
¢ Safety and effectiveness of Daypro in chil-
theen established.
¢ Noadjustment of the dose of Daypro is neces-
drly for pharmacokinetic reasons, although
mey n2ed to receive a reduced dose because of
it or disorders associated with aging. No
&rences in the pharmacokinetic profile for
®*eeen in studies in the healthy elderly.
ded elderly patients in controlied clinical tri-
Mypro as well as younger patients, caution
ueed in treating the elderly, and extra care
swhen choosing a dose. As with any NSAID,
‘kely to tolerate adverse reactions less well
utients.
UCTIONS s )
n data were derived from patients who re-
amultidose, controlled, and open-label clini-
 foreign marketing experience. Rates for
tinmore than 1% of patients, and for most of
-events, are based on 2253 patients who took
-Daypro per day in clinical trials. Of these,
«d for at least 1 month, 971 for at least
% for more than 1 year. Rates for the rarer
ats reported from foreign marketing expe-

——

dosage of one 600-my caplet once
(see Individualization of Dosage).
Regardless of the indication, the dosage should be individual-
ized to the lowest effective dose of Daypro to minimize
um recommended totul
mg (or 26 mg/kg, whichever ig lower} in

& duy may be appropriate

divided doses.
SAFETY AND HANDLING
Daypro is supplied as a solid d
ers, is not known to produce contact dermatitis, apd poses no
known risk to healthcare workers. It may be disposed of in
accordance with applicable local regulations governing the
disposal of pharmaceuticals.

HOW SUPPLIED )

Daypro 600-mg caplets are white, capsule-shaped, scored,

film-coated, with DAYPRO debossed on one side and 1381 on
the other side.

osage form in closed contain-

NDC Number Size
0025-1381-31 bottle of 100

0025-1381-34 carton of 100 unit dose

Keep bottles tightly closed and store below 86°F (30°C).
Dispense in a tight, light-resistant container with a child-
resistant closure. Protect the unit doge from light.
Caution: Federal law prohibits dispensing  without
prescription.
2/2/93 ® A05221-2
/ Shown in Product Identification Section, page 329.

- DEMULEN® 1/35-21
DEMULEN® 1/35-28
DEMULEN® 1/50-21
DEMULEN® 1/50-28
[dem 'd-len |
{ethynodiol diacetate with ethiny} estradiol)

PRODUCT OVERVIEW
KEY FACTS

The Searie line of oral contraceptives contains two fixed-dose
combination oral contraceptives (DEMULEN 1/35-2] ang
DEMULEN 1/35-28) containing ethynodiol diacetate (1 mg)
with ethiny! estradiol (35 mcg) and two fixed-dose combina-
tion oral contraceptives (DEMULEN 1/50-21 and
DEMULEN 1/50-28) containing ethynodiol diacetate (1 mg)
with ethinyl estradiol (50 mcg). DEMULEN 1/35-2] and
DEMULEN 1/50-21 are 2l1-day dosage regimens,
DEMULEN 1/35-28 and DEMULEN 1/50-28 are 28-day dos-
age regimens (including 7 days of inert tablets). These forms
are packaged in Compack® tablet dispensers.

MAJOR USE

DEMULEN 1/35 and DEMULEN 1/50
in preventing pregnancy.

SAFETY INFORMATION

See complete safety information set forth below.

are highly effective

PRESCRIBING INFORMATION

DEMULEN® 1/35-2 1

DEMULEN® 1/35-28

DEMULEN® 1/50-21

DEMULEN® 1/50-28

[dem *i-ten )

{ethynodiol diacetate with ethinyl estradiolj
DESCRIPTION

Demulen 1/35-21 and Demulen 1/35.28. Each white tablet
contains 1 mg of ethynodiol diacetate and 35 mcg of ethiny|
estradiol, and the inactive ingredients include calcium ace-
tate, calcium phosphate, corn starch, hydrogenated castor
oil, and povidone. Each blue tablet in the Demulen 1/35-28
package is a placebo containing no active ingredients, and
the inactive ingredients include calcium sulfate, corn
starch, FD&C Blue No. 1 Lake, magnesium stearate, and
sucrose.

Demulen 1/50-21 and Demulen
contins 1 mg of ethynodiol diacetate and 50 mcg of ethinyl
estradiol, and the inactive ingredients include calcium ace-
tate, calcium phosphate, corn starch, hydrogenated castor
oil, and povidone. Each pink tablet in the Demulen 1/50-28
package is a placebo containing no active ingredients, and
the inactive ingredients include calcium sulfate, corn starch,
FD&C Red No. 3, FD&C Yellow No. 6, magnesium Blearate,
and sucrose.

The chemical name for ethynodiol diacetate is 18-nar17a-
pregn-4-en-20-yne-38, 17-diol diacetate, and for ethinyl es
tradiol it is IQ-nor-l7a~pregna~1,3,5(l0Hrien-20—yne~3, 17-
diol. The structural formulas are ag follows:
[See chemical structures at top of next column.}

1/50-28. Each white tablet

Continued on next page



wr revisions Physicians’ Desk Reference®
USBP) s given once dally for seven days, followed by once
weekly use beginning two weeks after the start of treatment.
Sometimes, women experience nervous symptoms or depres-
‘sion during menopause. There is no evidence that estrogens
are effective for such symptoms and they should not be used
to treat them, although other treatment may be needed.
You may have heard that taking estrogens for long periods
(years) after the menopause will keep your skin soft and sup-
ple and keep you feeling young. There is no evidence that
this is so, however, and such long-term treatment carries
important risks.
THE DANGERS OF ESTROGEN
1. Cancerof the uterus. If estrogens are used in the postmen-

1743

2. Effects on the breasts. Estrogens may cause breast tender-
ness or enlargement and may cause the breasts to secrete a
liquid. These effects are not dangerous.

3. Effectson the uterus. Estrogens may cause benign fibroid
tumors of the uterus to enlarge.

Some women will have menstrual bleeding when estrogens
are stopped. However, if the bleeding occurs on days you are
still taking estrogens, you should report this to your doctor.
4. Effectson the liver. On rare occasions, women taking oral

* American Journal of |

L Fuirbairn, and G. Glober,

and the use of the Oral
Journal 3:123-126,.1970.
B Sartanll, “Oral Contraceptive
oliem Following Surgery,
dournal of Public Health,

L hwwwting and H. Jick “Myocar-
Therrpy in Post-menopausal
hlugmal o Medicine, 254:1256-1259,

reh Gmup; “The Coro-

= | he C opausal period for more than a year, there is an incressed | Women with u pust history of jaundice (yellowing of the skin

* ludm(mh_lodlﬁcatlpns rii?: of e’;:iomelrial cancer (canc);r of the uterus). Women | 2nd white parts of the eyes) may get Jjaundice again during

- w’m‘ American Medical taking estrogens have roughly 5 to 10 times as great a chance ;fg:%i’;;fe If this occurs, stop taking estrogens and see

T} s and EW. Klein, “Pos- | ©f gett_ing this cancer as women who take no estrogens. To 5. Other ef}'ects. Estrogens may cause excess fluid to be re-

. g Bepetomas and Oral Con- put ug“;:f:g‘:: l:v :;yi ‘cv)l;lalf ;ﬁt&z“:&p:hu;‘i rg?’;’:ﬁr:’gt tained in the body. This may make some conditions worse,
m takin ;

such as epilepsy, migraine, heart disease, or kidney disease.
SUMMARY

Estrogens have important uses, but they have serious risks
as well. You must decide, with your doctor, whether the risks
are acceptable to you in view of the benefits of treatment,

X rsoe, M.M. Mahr, and H.C.
i I Young Women Ingesting
i g e and Primary
WY b Americon Medical Associa-
e o, and B, Benton, “Liver

the Use of Oral Contracep-
diciag, 294:470-472, 1976.

cancer of the uterus, a woman taking estrogens has 5 to 10
chances in 1,000 each year. For this reason it is important to
take estrogens only when you really need them.

The risk of this cancer is greater the longer estrogens are
used and also seems to be greater when larger doses are
taken. For this reason it is important to take the lowest

of estrogens that will control gymploms and to take it only gg
long as it is needed. If estrogens are needed for lenger periods

(A

Dow Noore, “Estrogen use and

Yoneo,” American Journal estrogens at least every six months, - -

) Women using estrogens should report any irregular vaginal
et : bleeding to their doctors; although such bleeding may be of
EN0¥ 430UT ESTROGENS . | no importance, it can be an early warning of cancer of the

by the ovaries. The
o estrogens. In addi-

w5 mils & variety of synthetic | tain there is no cancer of the uterus.

ntion. If you want to know

o Itmmcm' to let you read
B b the doctor.

A", 4 facters for number of pur-
i 8 pariod of ad justment when
duce estrogen, in order to
mplocs of estrogen defi-
pruduang estrogens, gen-
& this s called the meno- examinations of your breasts.© =~
Se oy s 'ehcy when a 3. Gallbladder disease, Women who 'use ‘est;

i *lu‘rxiaxny before the
Wgas &1 given along with
combinations
o Wrth coatrol pills. Patient
taking oral contraceptives
Jo this leaflet )
&'women and men.

-m

]

requiring surgery than women who do not use estrogens.
Birth control pilis have & similar effect.

4. " Abnormal blood clotting. Oral contraceptives increase
the risk of blood clotting in various parts of the body. This
can result in a stroke (if the clot is in the brain), a heart at
tack (a clot in a blood vessel of the heart), or a pulmonary
embolus (a clot which forms in the legs or pelvis, then breaks
off and travels to the lungs.) Any of thege can be fatal.

At this time use of estrogens in the menopause is not known

ied and there could still prove to be such a risk. It is recom-
mended that if you have had clotting in the legs or lungs ora
heart attack or stroke while you ‘were using estrogens or
birth control pills, you should not use estrogens (unless they
are being used to treat cancer of the breast or prostate.) If
you have had a stroke or heart attack or if you have angina
pectoris, estrogens should be used with great caution and
only if clearly needed (for example, if you have severe symp-
toms of the menopause).

The larger dosages of estrogen used to prevent swelling of
the breasts after pregnancy have been reported to cause clot-
ting in the legs and lungs.

SPECIAL WARNING ABOUT PREGNANCY

You should not receive estrogen if you are pregnant. If this
should occur, there is a greater than usual chance that the
developing child will be born with a birth defect, although
the possibility remains fairly small. A female child may have
an increased risk of developing cancer of the Vagina or cervix

- production. This usually
8B but may occur earlier or later,
amd s be removed before natu-
* ptlem, pridkacing s “surgical meno-
Boloe
the blood begins to decrease,

symptoms: feelings of
..rd; or sudden intense epi-
the body (called “hot
omploms are sometimes
Hiw vemec eventually develop
‘.'&ophk vaginitis”) which
B:ﬁ and afier intercourse.
et thess symptoms of the

y more than hfdf later in life (in the teens or twenties). Every poasible effort

Bl mancpeuss have only mild should be made to avoid exposure to estrogens during preg-
:lhu'efm'e, d?ogof,n?:g - mancy. If exposure occurs, see your doctor. N

ye msm levels. | OTHER EFFECTS OF ESTROGENS .

‘periods longer than six | In addition to the serious known risks of estrogens previ-

.Mnhbwﬁ- i ion of the uterus
eyclically during each
Iwwds of pills followed by one
 (quinestro} tablets,

ously described, estrogens have the following side effects and
potential risks: ) .
1. Nausea and vomiting. The most common side effect of
estrogen therapy is nauses. Vomiting is less common.

of time, your doctor wil} want to reevaluate your need for

uterus. If you have undiagnosed vaginal bleeding, you should
not use estrogens until s diagnosis is made and you are cer-

thase estrogens have simj- | If you have had your uterus combletely removed (total hyste-

Junch the same usefulness, side rectomy), there is no danger of developing cancer of the
Bintaoded to help you under- | uterus, ' : )

. fae, the risks involved in their | 2. Other. possible cancers, Estrogens can cause development
.8 mhiy possible. of other tumors in animals, puch -ag tumors of the breast,
important information about cervix, vagina, or liver, when given for a long time, At pres-

ent, there is no good evidence that women using estrogen in
the menopause have an increased risk of such tumors, but
there is no way yet to be sure they do not. One study raises
.. the possibility that use of estrogen in the menopause may
increase the risk of breast cancer many years later. This is a
further reason to use estrogens only when' clearly needed.

your doctor at least once a year for a physical examination,
" Also, if members of your family have had breast cancer orif
you have breast nodules or abnormal mammograms (breast
x-rays), your doctor may wish to carry out more frequent

rogens after
meénopause are more likely to develop gallbladder disease

to cause such blood clotting, but this has not been fully stud- _

tack or angina, or clotting in the legs or lungs in the past
while you were taking estrogens.
You can use estrogens as safely as possible by understanding
that your doctor will require regular physical examinations
while you are taking them and wil] try to use the smallest
dosage possible and discontinue the drug as soon as possible.
Be alert for signs of trouble including:
1. Abnormal bleeding from the vagina
2. Pains in the calves or chest or sudden shortness of
breath, or coughing blood (indicating possible clots in the
legs, heart, or lungs)
3. Severe headache, dizziness, faintness, or changes in vi-
sion (indicating possible developing clots in the brain or eye)
4. Breast lumps (you should ask you doctor how to examine
your own breasts)
5. Jaundice (vellowing of the skin)
6. Mental depression
Based on his or her assessment of your medical needs, your
doctor has prescribed this drug for you. Do not give this drug
to anyone else.
Storage—Siore between 16°-30°C (69°-86°F}.
Caution—Federa] law prohibits dispensing without pre-
scription
0437G027
Shown in Product Identification Section, page 322
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. H T - .. . i, . ‘| Each lightblue tablet contains 0.215 mg of the progesta- that of norgestimate. The.
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ciﬁml]yforyou;donotgiveitwothanwhomaywnntbirth SR D L O S .. | gates of these metabolites.
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¢ menstrual cycles may become more regular i
® blood flow during menstruation may be lighter and less
iron may be lost. Therefore, anemia due to iron deficiency
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® pain or other symptoms during menstruation. may be en-
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!noncaﬂcemmcy?ﬂo:luiﬂpaiptheb:e@mﬁyoecurleas i : e ‘rates. T o
frequently g Frli ; : [See table below.}-
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(No contraception)

Oral contreceptives
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progestinonly. . - Sh SN
Diaphragm with spermicidal cream or jelly - . . - i
Spermicides alone (foam, creams, jellies and vaginal suppositories)
Vaginal sponge S sl enE it

'

Periodic abstinence (all methods) -
Female sterilization
Male sterilization

Adapted from J. Trussel and K. Kost, Table II, ref. #1. - : . e el o
* The authors’ best guess of the percentage of women expected to experience an accidental pregnancy among couples who |
initiate & method (not necessarily for the first time) and who use it consistently and correctly during the first year if they do
not stop for any other reason. : : g : . Lo . = .

** This term represents “typical” couples who initiate use of a method (not necessarily for the first time), who experience an
accidental pregnancy during the first year if they do not stop use for any other reason. ; e
s** N/A—Data not available : : : %
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Wisconsin Nurses Association
6117 Monona Drive

Madison, Wisconsin 53716-3995

(608) 221-0383

FAX (608) 221-2788

Senator Judy Robson, Chairperson and Members of the Senate Human Services

TO:
and Aging Committee
FROM: Gina Dennik-Champion MSN, RN, MSH and WNA Executive Director
DATE: October 6, 1999
RE: Support for SB 182 - Requiring health insurance policies to cover

contraceptive articles and services

Good Morning Chairperson Robson and Members of the Senate Human Services and Aging
Committee. My name is Gina Dennik-Champion, I am a Registered Nurse and the Executive
Director for the Wisconsin Nurses Association (WNA). The WNA is the voice for professional

nurses in Wisconsin.

Thank you for giving me the opportunity to share WNA’s reasons for why we support SB 182
and the companion bill AB 362 which requires health insurance policies to cover contraceptive

articles and services.

Contraception is a method of birth control which prevents the female egg cell or ovum and the
male sperm cell from coming together during sexual intercourse. Egg fertilization or the formation
of a new cell which b%@iﬁls the process of fetal development is not possible4#tzon CrtlTuaoins

Mé’cﬂ(/@ oL M”’i’(/ ) 4/@/ .
As the profession of all Registered Nurses in Wisconsin, WNA supports efforts to create a health

care system that provides equitable access and quality services at affordable costs for all
Wisconsin residents.

SB 182 is about contraceptive equity. This bill effectively address the need for equal coverage for
prescriptive contraceptive articles and services. Enactment of this legislation is long overdue and
it is WNA’s hope that this can be accomplished before the start of the new millennium.

The benefits of passing SB 182 Contraceptive Equity, will create many positive outcomes which

include:

- Use of a more effective method to prevent egg fertilization will
be available because of increase access to insurance and provider

services.

Email: wna @execpc.com Website: www.execpc.com/~wna/



Access to contraceptive services will assist women in planning
a pregnancy.

Increase access to contraceptive services increases a woman’s
access to healthcare providers which can only improve the

health of the woman.

Families will benefit from this bill because the dollars used
to pay out-of-pocket for contraceptive services and articles
will be used for other family needs.

WNA strongly believes that access to effective contraceptive services and articles avoid some of
those tough feelings and decisions that face some women when pregnancy is the result of

ineffective methods or lack thereof. This bill is about justice for women.

WNA wishes to thank the bills author Sen. Moore and her colleagues who support SB 182.

I thank you for the opportunity to present and will take any questions that you may have.

Thank you
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|
| Lon Mesann -

Equity in Prescription Insurance
and Contraceptive Coverage

Legislators at the state and federal level who understand the importance of preventing unintended pregnancy have
proposed a requirement that health insurance companies pay for contraceptives. Those of us who have supported

this legislation over the past few years have emphasized:

That contraceptive use dramatically decreases abortions. ..

That contraceptive use decreases unintended pregnancies.. . .

That family planning is a basic family health need . ..

That making contraceptive services accessible to women improves the economic circumstances of

families ’
That preventing unintended pregnancy improves birth outcomes. . .
That making contraceptive services accessible to women is a matter of simple justice and equity:
Why should a woman bear the full cost of contraception or bear the child?
Is it fair that health insurers pay for Viagra and not for contraception?

And yet this legislation has failed to advance.

... .Last year, at the hearings in the state assembly, fourteen people and organizations testified. There
were only two opponents: Wisconsin Right to Life and a representative of the insurance lobby.

What if the reasons for opposing this bill have nothing to do with reducing abortions or improving ,
maternal health. What if the reasons for opposing this bill have nothing to do with helping families succeed, -
with creating equity between women and men., or even with healthier infants and healthier births? What if

on the one hand the reason this legislation is opposed is political power and on the other protecting profits?

Contraception prevents abortions. There is no rational or empirical disagreement on that, so for
today’s testimony, I focused on what I know as an employer. What are the costs of unintended .

pregnancy to employers: Who pays the bills? -

Remembe

ring that 40-50% of all pregnancies in the U.S. are unintended — one of the highest rates in the
industrialized world, I’ve developed two simple graphs to illustrate three simple points: .- . ... . L
1. The first graph is a quick estimate of the most obvious health care costs for 100 contracepting women of
reproductive age and 100 non-contracepting women of reproductive age. The contraceptive care estimate
on the graph includes comprehensive preventive care . . . annual pap and pelvic exams and other related
services and not simply contraceptives. The assumed rates of pregnancy for the 100 women in the non-.
contracepting group were the lowest estimate that I found (N ational Institutes of Medicine). Some

recognized sources had annual pregnancy rates as high as 80% (almost double what I used in these
assumptions) for sexually active women not using contraceptives. Even with low estimates of pregnancy -
and low estimates for the costs of childbirth, the main point is that the annual costs of the health care
provided to 100 contracepting women are much lower than the costs of the health care that would

be provided to 100 non-contracepting women.

2. The second graph is based on my own experiences as an employer. Although I have a workforce which is
female, I’m sure the principle as well as the costs to other employers is much the same. The highest cost
of unintended pregnancy is in lost work days, lost productivity, substitution pay, maternity leave,
worker replacement, and family and medical leave. In fact, these costs, as the second graph attempts to
illustrate, tower over cost estimates of directly providing contraceptive care and over the estimated costs of

increased insurance premiums for covering contraceptive care.



3. Inlooking at these admlttedly unscientific estimates, the most significant thing I realized is that under our
current policies, the major cost of unintended pregnancy (absenteeism, substitution, maternity leave, even
replacement of workers who don’t return due to child care difficulties or costs) is paid by the employer. .
and, right now, the costs of contraception and routine reproductive health care are paid by the women,
themselves. That’s why the insurance companies, unlike any other interest I can think of . . . don’t profit
by providing coverage for contraceptive care: Women and employers are paying the biggest part of the

“bills” now. . .

Conclusions

If the insurance companies claim that they will raise premiums by $2.00 per month per
employee to provide contraceptive benefits, the employer should accept the terms. It's

worth it.

Health Insurance companies should immédiately offer contraceptive coverage to their own
employees. That’s what I'm going to do. 1t’s worth it.

The reason there are so many organizations that support this legislation is that almost
everyone wins by providing contraceptive care: ‘ ‘

Contraceptive coverage improves women’s health;

Contraception improves opportunities for women and family income;
Providing contraceptive coverage is equitable and just; :
Contraception leads to better birth outcomes and improves children’s health;-

Contraceptive coverage prevents abortion.

And ... Contraceptive coverége saves money for Wisconsin’s Employers . . . For Wisconsin’s
economy;, it’s worth it.

Lon Newman, President
WI Family Planning and Reproductive Health Association
(715)675-9858 fax (715)675-5475
719 N Third Ave. Wausau, WI 54401
email Newm!104w@Juno.com
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" TECHNOLOGY

The New
Abortionists

Dr. Thomas Hilgers. director for
Pope Paul V1 for the Study of
Human Reproduction in Omaha.,
Nebraska

he following is an intriguing examinination of

those chemical abortions that masquerade as
contraceptives. This presentation explores these cru-
cial topics from both a spiritual and a scientific
perspective. Dr. Thomas Hilgers is an OB/GYN
physician, Larry Frieders is the Vice-President of
Pharmacists for Life. The interviewer is Denny
Hartford. direcior of Vital Signs Ministries.

HARTFORD: Dr. Hilgers. can we begin by discussing
first of all why Christians should be concerned aboul
what I've referred to as the “new abortionists™?
HILGERS: For a number of years chemical
abortifacients have been available and. in fact, used
extensively. But for the most part. people. not just
Christians. but people of all faiths and backgrounds
haven't been aware of it. There s a profound amount
of ignorance out there with regard to the abortion
cffects of birth control pills and other chemicals that
are on the market.

HARTFORD: Larry. | know that in your role as a
professional pharmacist you agree that there is a
tremendous amount of confusion and even misinfor-
mation on this subject. What do vou think are some
of the initial problems that we have to address with
the issue’

FRIEDERS - Well. when you look at the literature
and the information that's available on the birth
control pill. for example. you find that the facts are
there. The package inserts. the Physicians Desk Ref-
erence. a variely of sources of information—all very
specifically state what these oral contraceptives do.
They are indicated only for the prevention of preg-
nancy. And there are three mechanisms of how the
birth control pills work, and they 're quite well estab-
lished: theyv've been known for years. The most
commonty portrayed method is that it interferes witl
ovulation. So if vou don't have a viable egg being

produced, you're not going to get pregnani—ithis
action is certainly a type of contraception. However,
when that fails. and it does fail. the "back-up mecha-
nisms” by which pregnancies are avoided come into
play. Obviously. the one “back-up mechanism” that
we re most concerned with is the one that changes the
woman's body in sucha way that if there Is anew life.
that tiny human loses the ability to implant and then
grow and be nourished by the mother. The facts are
clear—we ve all known them intellectually. Tlearned
them in school. ] had to answer those questions onmy
state board pharmacy exam. The problem was gcz’-
ting that knowledge from my intellectdown to where
it became part of who 1 am. I had to accept the fact that
| was participating in the sale and distribution of a
product that was, in fact, causing the loss of life. So
it's not that the knowledge isn’t there. but rather that
there s something keeping that knowledge from de-
scending from one's intellect. down into the area of
vour heart where you can recognize the awesome
tragedies that are happening.

HARTFORD: Dr. Hilgers. when we mention chemi-
cal abortion many people will think of RU-486 or
they may even think of a third world country with
some witch doctor or native medicine pracﬁnoner
giving an expectant mother drugs for abortion. But.
the issue is much. much broader. We re talking about
a whole new generation of drugs that are killing
unborn children. )

HILGERS - Indeed. Of course. the use of oral contra-
ceptives and intrauterine devices are the main two
abortifacients that have been here in the United
Siates for many, many years. | wrote a paper. 20 years
ago now, detailing the abortifacient effects of the
intrauterine device. The basic facts about life or
death involved in that issue have not changed at all.
And what Mr. Frieders has said about the long-
standing knowledge of the birth control pills’ ad-
verse effects on the lining of the uterus is certainly
true. Now we've seen the recent FDA approval of
Norplant. one of the newer implantable. so-called
“contraceptives” which has as one of its primary
mechanisms the disturbance of the lining of the
uterus. When this lining is injured, it is done for the
specific purpose of destroying the new life that is
created if conception occurs—and with Norplant
ovulation [and conception] probably occurs an alarm-
ing percentage of the time.



TECHNOLOGY

Chemical abortion in
contemporary culture.
An interview with

Dr. Thomas Hilgers

& Larry Frieders

HARTFORD: Larry, in order to understand these
things fully.we may have to go back 10 some basic
biology. specifically the scientific facts surrounding
the beginning of human life. What is conception?
And at what point in the process of the development
of the child do these drugs and devices actually
interfere to end a human life?

FRIEDERS: The science is actually pretty well
known. There is only one point in time when a new
life is created. And that’s when there are 23 chromo-
somes from mom and 23 chromosomes from dad
that come together. miraculously. and create a new
cell containing 46 chromosomes. It is an organism
unlike any that's ever existed in the past and totally
unlike anything that will ever exist again. It is a
human being.

Now. during the seven to ten days that this new
life is progressing down the fallopian tube. i 1s
growing in size continuously — it is doubling and
doubling and doubling. until it reaches a point where
it needs to attach to the mother’s uterus in order to
¢ain additional nourishment from her blood supply.
But at no time does this still very tiny human chiid
ever become part of the woman's body. Nor is the
mother part of the child. The mother is providing
nourishment. and providing a safe and warm place
for the baby to survive. The blood supplies are totally
different. They do not share chemical activities of the
hodyv. Mother may be sick: baby may he healthy:
there is not a one-to-one relationship. So at no time
does baby become a part of mom. That's the physiol-
ogy that so obviously contradicts the rhetoric of
abortion when people are talking merely about the
rights of women. That little life is not a part of the
mother: therefore. the mother does not have a moral
right 10 have the other person killed.

HARTFORD - Dr. Hilgers. at what point then do we
see the drugs interrupting this process? I know that
the American Medical Association attempted 4 few
vears ugo 10 actually redefine conception iy order o
Allow for an easier acceptance of these drugs. Could
vou discuss that and tell us exactly how abortions are
occurring through the use of abortifacient chemi-
cals?

HILGERS: The chemic
of here take place at the point where implantation
oceurs, that is. in the Liming of the uterus. That is, as

Mr. Frieders said. seven to nine days followmg

I abortions we are speaking

Larry Frieders. vice-president
of Pharmacisis for Life.

conception. And. ves. the American Medical Asso-
ciation and other organizations did try and redefine
the beginning of human life specifically to help sell
abortifacient devices and drugs. What they did was
reject the traditionally-accepted and scientifically-
authenticated definition (namely. conception) and
substitute a belief that life did not “begin™ until
implantation or even later. It was a purely political
decision, and obviously it was not based on fact.

The redefinition of the beginning of life was
actually done to redefine abortion in hopes that these
devices like the IUD and drugs fike birth control piils
would no longer be thought of as abortive. IUs
interesting to note that, the redefinition began in the
sixties with the intrauterine device and the concerns
about the religious groups in Pakistan and India
particularly - which are non-Christian religions but
which have a deep respect for life and are very much
opposed to abortion. The manufacturers of the de-
vices and their friends were worried these devices
would not be well accepted in these cultures. and so
the “sales pitch™ ignored science and centered on
changing language instead.

HARTFORD: What we are learning here is that the
developing human child. created as Christians testify
in the image and likeness of God. is in effect left
homeless. not being able 1o implant in the uterus and
is thus left to die an ignoble and secret death. Through
the chemicals and the IUDs. we therefore have the
termination of a life—we have an abortion. Gentle-
men. why is this not common knowledge” You both
have said that this information has been around. that
it is in black and white in the Physicians Desk
Reference and even in the literature of the manufac-
wurers. Why then is there so much misinformation
even from Christian phyvsicians, the clergy, and oth-
ers about these crucial matters?

HILGERS: P must say that a large amount of itcomes
from the physiciuns themselves, Physicians. for the
most part. have simply denied that these devices are
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(s doubling and

and doubling ™

ard 1o the hirth control

abortive. With reg o
argue that most of the ume they

exampie. they wiil

act as cemraup{ ves, which is probably true. But at
the same time thev deny that at 3&1,, tsome of the time
they are clearly abortive. This denial has become a
p riof their practice tothe extent where it is no longer

a part of their ethical sensitivity. When tlking 10
women about any of these devices and chemicals.
their presentation avoids teiling the patient about the
po\xlba ity that they might be abortive. So the physi-
cians. in order to ;Jsuf} their own practices. have
keptthisinformation from people. Partof ourrespon-
sibility is to bring that information to people so they
can begin to look at this more carefully and make
moral and ethically-true decisions.

HARTFORD :Larry.Iknow that vou have undergone
a spiritual conversion when it comes to dealing with
chemical abortion. In vour own practice you came 1o
the decision that you no longer were going to merely
oppose so-called birth control pills in an abstract
way. but you were not going 1o sell them in vour
store. Could you tell us briefly how that conversion
occurred in vour life?

FRIEDERS: Well. Denny. I'm happy to alk about
that. My thinking was first challenged around 1986
or 1987. At that tuime there had been a convic

executed in Texas. and ! read a letter to the editor in -~

one of the phamaau joumab from a person who was
condemning the act of usmg mpdxcmes things that
are supposed w hea}, to kill. You see. they have 10
have a pharmacist prepare the compound and admin-
ister it. The person who wrote this letier of opposition
was a man named Bo Kuhar, who I learned was the
President of a group called Pharmacists for Life. |
contacted him about that issue. In subsequent con-
versations, he made me aware of the fact that in-
volvement with birth control pills also created alarm-
ing moral problems.

Even though I knew the science in an intellectual
sense. the ramifications of the truth started 1o become
clearer to me. At that time I was still selling birth
control pills. T figured even if they were bad. if
customers don 't buy them from me they Il buy them
from someone eise. and it"s not my job to impose my
morality on these customers. eic., eic.—all the line
of basically illogical rhetoric that people use. But |
had people praying for me. and | was auending
church on aregular basis at that time. It became more
and more obvious that the more 1 sold these things.
the more 1 feit torn. I knew 1 was doing something
contrary to my Christian beliefs.

Then I was put in touch with more pharmacists
who had the same experience and who had stopped
selling the pills. Mr. I\u}w stopped selling them in
his store. A fellow named Paul Reckenbauck in Ohio
discontinued ih sale of them in his store. Another
tfellow named Phil Brooks and [ contacted {hem ali
and talked 1o themn. Not once did anvbody order me
1o stop. they all Kindly said that was a deciston that
was mine 1o make. They all did sayv. however. that
they would pray for me. The promiseé 10 ask God
for wisdom and courage for me. The last conversa-
tion | had was 1n a small praver group just sitting
around talking with some people. and someone said.
“Well vou know what you have do.” S0 we
discontinued the sale. We were filling anvw ’ror:
hetween 100.200 prescriptions @ month for the pill

and we preparcd wictier o physicians ¢
letiing everyone know what we were going 1o do and
when we were going to do it and then we é;{z i!
The first contact ] had with someonc con for

a birth control pill was a young family. a newl
married Jewish couple. They tentatively handed me
their prescription. and I thought “Thi this ix m
first consultation telling someonc T can’t do this.” So
Igotmy packetof information. and [ asked the voung
couple 1o go with me to my desk area in the back. |
began 1o explain 10 them why | no longer soid the
pills, and I had my information on natural family
planning that T was ready to offer. whes
girl broke down sobbing almost hvsterically, At
time I felt I had perh&;}x made a mistake. 1 shotup
quick praver d. this 1s not a good start for this
change in my life. ltcould have been casier. couldn ™t

IS8 I

i7" But. as it turns out. the girl explained that her
mother had breast cancer. and her aunt had died of
cancer. She did not have all the knowledge. but she

believed that birth control pills somehow had con-
tributed to certain types of cancers. And so she had
been really afraid of them. The tears were actually
tears of reliel. and she was very happy 1o know that
somebody said "] dont think you ought to take these

things.” After that point it was all easy. | had critics
call and complain: | had letters written: but essen-

tiallv it got easier.

HARTFORD: Dr. Hilgers. many people would sax
that Mr. Frieders. ox’erreacicd in his decision not 1o
sell any birth control pills. They might argue that
their own doctor pnsurbes birth control pziis but
only the types that do not endanger the unborn. Are
there any birth control pills out there that do not have
this potential 1o abort a developing child?

HILGERS: Denny, there are none! At my last count
in looking at the Physicians Desk Reference. which

Mother

Girl



TECHNOLOGY

¢ hook that all doctors possess which de-
<cribes all the medicines that are on the market. there
were 44 different tvpes of birth control pills, You see.
when we talk about the birth control pill we are not
talking about the sume pill Atleast44 different ones
exist. and they have different concentrations of chemi-
cals that make them work. None of these so-called
hirth control pilis have a mechanism which is com-
pletely contraceptive. Put the other wav around. all
hirth control pills available have u mechanism which
disturbs or disintegrates the lining of the uterus 1o the
extent that the possibility of abortion exists when
break-through ovulation occurs.

&

HARTFORD. Regarding the chances of “break-
through™ ovulation. Dr. Hilgers, justhow high could
that figure be”

HILGERS: 1 would say thar most birth control pills
on the market have anywhere from a four percent to
ten percent chance of allowing “breakthrough™ ovu-
tation. There are pills called mini-pills which contain
only a progesterone-like hormone where the percent-
age of ovulations are probably more in the 5010 60
percent range. But those are not used as commonly.
So. the most common birth control pill probubly 1s1n
the range of two to ten percent.

HARTFORD: 1t can hardly be disputed that local
pasiors encounter a dramatically different attitude 10
children in their premarital counseling than what
existed even a generation ago. I'm sure that both of
vou have encountered this in your own fields as well.
Y ou certainly have had to deal with men and women
who expect from you advice on birth control. Dr.
Hilgers. how do vou deal with what Is. at its base. un
anti-child bias? What do vou say to them?

HILGERS: Dennv. my job is rather easy in this
respect because in about two minutes 1 can describe

for them how a woman's body itself can twli them
with remarkable accuracy when she is fertie and
when she is not fertile. For the most part. my patients
are like men and women throughout the West: thatis.
they are unaware of the inherent dangers of birth
control pitls and devices.

People often have this notion that s been sold for

hany vears that the much-derided “calendarrhythm™

method of some forty vears ago doesn’t work. But
that's irrelevant to a discussion of modern methods.
Indeed. contemwporary methods of natural family
planning. which carefully define the times of a
woman s fertility and infertility are very. very effec-
tive for both achieving and avoiding pregnancy.

So. again Denny. my job s pretty easy because it
involves good news about their health. their emo-
tional and spiritual iives. and their responsibilities.
They re often rather startled because nobody s ever
told them this before. but generally they are very
happy 1o learn the facts, and we then build on that
secure foundation.

HARTFORD: Your advice must be unlike that of
many OB/GYN doctors. is it not?

HILGERS: I'm afraid so. It has occurred to me
recently that birth control pills are probably the major
medicine that gvnecologists prescribe. People usu-
ally think of the pill as just for contraceptive pur-
poses. bui doctors prescribe them for ovarian cysts.
1o eliminate unusual bleeding. to regulate the cycle
when the cycle might be too long or too shorl. 1o treat
endometriosis. to treat pre-menstrual tension syn-
drome. and so on. There s a variety of conditions that
bring a patient into the gynecologist. and that doctor
will often put them on the birth control piil to solve
it. But vou see the birth control pill doesn’tsolve any
of that. It only suppresses the system - it only covers
it up or disguises the underlying cause of all these
different kinds of problems. This is a remendous
tragedy.

Since | haven't been involved in the prescripuion
of birth control pills for many vears. | have instead
been studying all of this. so that now we can offer
genuine treatments for these disorders. By using a
health-maintenance system, we can tell if women
have ovarian cysts. we can tell if they have unusual
bleeding. and what the causes are. If they have pre-
menstrual syndrome. for instance. we can coopera-
tively treal their menstrual cycles and ovulationcycles
in a way that s not merely suppressive or. worse vel.
actually destructive. So it’s a whole new way. really.
of practicing medicine and itis very exciting and very
rewarding. It uses the skills and talents that I 've spent
a lot of time trying to learn over many vears in a way
that’s really constructive 10 my patienis.

HARTFORD: Larry. you also take a position on the
pill which is unpopular with many in your profession.
You argue effectively. however. that since the pill 1s
not @ medicine, i is actually a strange thing for
pharmacists 1o prescribe.

FRIEDERS You're right. Dr. Hilgers pointisavery
important one. Not one of the maladies for which the
pill is commoniy prescribed 1s documented in the
official literature or in the package inserts. 50 1o use
those pills for something other than ity only indica-
tion, which. of course. is 10 prevent pregnancy. is 1o
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Denny Hartford of Vital
Signs Ministries, an evan-
gelical pro-life agency en-
gaged in educational ser-
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Well
‘re very small and I'm sure that they do not cost

le pills:

FRIEDERS:

VO

they
much to make However. they sell for around 520 or
more. i ve extrapolate = that and it runs 1o about 3 or
2 1/2 billion dollars  vear in the United States. So
we're up against a very large financial mierest in-
deed. I would think gross profits on these products
are probably in the range of 75% or more. So when
vou make a decision not 1o sell pills. or when you
make u decision not to prescribe p . for thal
matter. when you make a decision 1o unequivocally
avoid using the pill. vou are opening vourself up toun
awful lot of pow erful eriticism. And what you be-
come 1o vour peers then is a very powertul mirror.
Once somebody sees vou responding positively to
the truth, in step with the will of the Lord. it hurts
them. And thev can turn that hurt into anger and,
before long. they re coming after vou!

HARTFORD:So.one of the reasons for the misinfor-
mation and the confusion. is that we're actually
opposing a very powerful and entrenched indus-
Iry—OVver a 3 3 billion dollar a vear industry. Obvi-
ously. there is a very lucrative market there that the
industry doesn’t want disturbed.
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HARTFORD Debra Evans. a promin
author who deals extensively with medica
her work. made the statement recently that1t's ¢
1o be very difficult to picket @ woman's meds
cabinet. Her point was to emphasize the tremendous
diti :\umm f 123" tha n"o I“C uvw'numz HEN a‘n’-}

cal al ortion {hai are now upan us. }z
groups like Pharmac !\Kw\”}rL’k and rese:
physicians like vourself. Dr. Hilgers. may wel}
up being key warriors in a new battle for
of human life.

HILGERS: Over the last several vears the threal
posed by RU-486. which has been talked about a lot
andis reeognszed by everybody as anabortive chemi-
cal, iz that it will change the whole abortion mndusin
toamicroscopic abortion industry and actually elimj
nate the need for surgical abortions. The sort of odd
??‘xmﬂ about that is this mict roscopic abortion business

has been around for a long time. P\nd ou -ﬁ}‘, i
seems [0 me. Is primarily o provi duw n. but
also 10 be able to provide moral I ;rshr 10 our
colleagues. Men and women need to ui ;dc .\:ar;u ha
Christian decision making must be in full accord witl

end
the sanctits

h)'

the truth. Education 1s very important. bf:a:;xmc, an

we ve said, we're Jooking at a profound amount of
ignorance on these Issue

HARTFORD: Gentleman. let me quickly sum.
here. Through surgical abortion, just in the
States alone. we are destroying over 4,000
every day. Churches have begun 1o deeny
ience. the barbaric inhumanity represented by the
knives and suction machines of the aboriionists,
However, what we have iearned here 15 that the de
is destroving other innocent victims but through
more secret and subtle Muake no mistake:
however. what we have been exploring here 1 alse
abortion. Itisnoless sinistera crime. noto
man. but certainly agamst God even th
weapons emploved are the more socialiv-ucce
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| too tone ago. as medical Bistory s imeasoredl o group
=t ahortion

[SRSEREIRIR TS IO

ui‘gaia}xu'mz‘x fannched U
with Hils resolution

the medical profes:
eapedicney, tune

I guesbions ob abslract right,
Sl do ot achaowledge sucls words s
LIS of Wolen, we

Ser e ool AM; W oare the physician guant
Lonie s Bl then olispring. The case s here of ile or death—

P dile ot iimzig ui ihm\“mis——-' s i depends, alinost wholly upon
oursehves s g profession we are unaninos oo con sdemnation of
P CHHRe ix\hn'ia is] no shpple olfense agaiist pubin morality and
Geconos b niere misdemeanor, no attempt on e Be ol the mother,
Dol e venilot and merderons destraction of her chiild ™

Phis docient semed s o prodife manilesto Tor years. not oily
for this group bul for society as 4 whole Its adoption was
The vear, 1859 The group. The

snaniious Fhe place: Lowisvilics kay

N

neriean Medical Yssockition

The advent of advocate seience
Sppce P854, scientilic imvestigabion
fois steengihened e Tacts upon which
Ve ALY s orginal anti-aboriion
posttion was based. For dnstanee,
Ocar Hertwig demonstrated i 1875 that human fife begins with the
ion of sperm and egg o cvent el {erred o until only recenth by
the basicalhy nterchangable tenos fe riilizadion or conceplion.
Hertwig's ploneering work encouraged medical societies workdwide
to work toward ovutlawing abortion. which was becoming more
practical witl the lroduction ol anesthesia and antisephics -

Ve Bi-vitre fertilization ((VE) was perfected, the pro-abortion
Claim Cwe don't hnow when Hile begins” became obsolete and
Judi rons So abortion advocates ok another tack, claining that

IV showed Tconceplion is nob an event, bat a
Their abjective was nol to clarihy
fencr—hul o

process

BY g hine—the soab of kegitimate s

confuse the sies For il no one can by o poit

when conception as occurred, the principle tat

fite deserses profection from conception onward

B no real meaing

Faen o non-scientist bpows that ife itself is

a4 process comprised of events. Scientifically

. ospraking. ihis process i oan obsermvable

©continuum that begins at lertilization

(onception) and ends with death Nonetheless

IV E has provided a window into the sery carly
MU clements of this process, as lollows:

1 The speri head gets to the surfaee ol

the ovum and cimils anocnzyme that opens o

o the genetic material of the sperm {pronucicus) to cater the

2 The speras propucieus makes s way to the osunr's

pronucieus (12 hours),
3 The propuciel fuse to forn
4 The nuckens reprodoces iscll and divides e two daughiv

1z gote (2 hour

= PHE Bours)
It

e total process is 32 hows or fess When it "begins”

wierpretation Bul whatove ;)nﬁ iyou use, the provess s i\%xxs;?; ¢
fong before abortion. cithe

SoHis argument does nob stiving othen the pros aborbion Cise

weical of chemical s usualhy considered

Viedical nevwspeask

Mnother pro-abortion strate “eontracepine’

has been o reded

abortifcients such as WUDs, combination pills, minipills, progestin-only

PEOPLE PLAY ABO

tand, by inference, “conception”™). Prior to 1976, a “conlracepine”
wasmmderstond 1o be anagent thal prevented the anion of sperm
and ovume dn 1976, The American College of Obstetricians and
Gynecologists (AC 0G), realizing that this definition didn’t help its
political agenda, arbitrarily changed the definition.

) v\ ocontraceptive now meant amything that prevenled
implantation of the blastocyst, which occurs six or seven dayvs alter
fertifization. Conception, as defined by Dorkaind’s Hiustrated Medical
Dictionary (2710 Edition), became: "the onset of pregoancey, marked
by implantation of the blastoeyst”

e bidden agenda i ACOGs e definttion of “contraceptive” was
m x;im The (h\nm{mn helween m'(m\ presening fertilization and
Those proventing implantation of the week-old cnibinvo. Specificaliy,

pills, injectables such as Pro-vera and, more recenthy implantabies
stich as Norplant, all are contraceptives by this definition,

The neal strategy wis to invent a new term, “pre-embino” o
make it possible to dispose of frozen embryos after in-vitro
fertilization. The term “embryo” traditionally has defined the fiesg
cight weeks of intrauterine development. The term “pre-embno” wis
first popularized in the Tennessee Trozen embryo cases when Junio
1. Davis sued 1o force Bis wite to destroy embryos prepared for b
vitro fertilization”

Both the attending physician. Dro Ray hng, and the Jegal evpert
in the case, John A Robertson, relerred 1o the Trozen cmbrvas as
“pre-cimbryves.” The judge pointed oul, however that i sl of s

notes, Do Ringe had osed the tern "embryo” Lo deseribe what be now
wished o lormalize as o “pre-cmbnye ™ Shinitarly . Me Roboertson
testilying as 1o the status of what he catled "presembryos ™ had i all
of lis previous fegal w :‘;am;_t,\, referred fo the sime stages of hiiman
development as Tembros”
The mvention ol the term Tpre-emibryo” correlites with i

redelinttion of contraception. The so-called "gn'«--é-evin“ )i mand Lo
become an “emhrve” at the tme of Gurprise!l implantation

Straining at gnats, swallowing camels

hortion advocaies e demonsirated a wilingness fo

i

artibice the sl confuse the status of e carhy developing huanian

Boig Perhiaps sou bave beard some of the following iesertions



HE BEGINNING OF LIFE

Sgine zygoles become imfa\}ﬂorm moles or ¢yarian {eralomas;
therefore nol all 2y goles deserve pr olection.

But as Jerome Lejeune has demonsira ted, neither of these
tumors is of 2ygotic origin. The Iy daﬁ{mn mole s derived entirely
from paternal germ cell mmaterial, ‘and the ovarian teratoma is
derived from d 1!(}51\Eb€}mdl mam‘mi entl rah of maternal origin’

Somelimes [wo embryos re- wmbine inio a single being:
therelore, the uplqueness of embryos is questionable.’

Such combination of embryos e hiis been demonstrated i
the laboratony S noorder Lo effect such combination, however, the
sona pehucida must be removed from cach cimbryo by either @
profeoh e cnzyme o d mechanical process, The two cmbryos,
devoid of their zona pellucida, miost then be squeczed together
through o micropipetic to achicy e combination of embryos

Rut the function of e zona pelineida is to provent conliguons
cnibryos from combining. oo fer for this to ocour in pature, we
ciabrvos i the same state of development would have 1o dose thely
soint peilucidae simultancousiy . There s no comvineing evidenee tat
Uiis actually ocedrs I human beigs

Identical Dwinning means a Zygole is nol always a anique indiyidual.

Twmning of individuals with identical penoly pes can occur alter
ertifization 1 has vecenthy been suggest fed that, becatse winning is
possibile prior o sastrulation. abortion prior o s.MH iasim: would
sot he mrderiig noa moral sense becase “there s ono ndividual to
L thie

The zyveote, however s cither one indh i

wotal referent of such e achion

val an being or

poleitialhy v wd by wdual heman beings ol i(&x;,‘,m!i‘;sﬁ genehie maheup
it

ptzated broaise we doonot Lnow whether we are illing

"
Wil or Dvo” 1 would seenmore

[ETHEY
e ssnme castnable o say thal

Is fnereascd by bhe possibiling that one might he

o raher than one human belng, 15 burn down o CHEHIYS
i but find out that his adentical bwin

bt her fers abso dicd i the fires i Brsore or dess gt of murder?

So. when does e begin?

ovinen Noe v Huaded

obistelres teathouoks stated

fertiizaition of the ovam by the spernatozog

Furthermore, the “hite” o gquestion was obvioush viewed as
pniquely and mdispotabby buman, The 72y zote thes formed
piine of fe for o new anigoe bedndual”
Sven as recently ax 1981 when o baifed States Senate Judicnans

represciils the begin

Subeommittee ivited both sides of the sborfion issie Lo Testly e the
guestion of when Hife begins, e vast majorihy concurred v\m% these
seleeted statements. Fronn the oflicial record of the hearing ™

"By all the criteria of moders molecular biology, Ble 1= present oot
the moment of conception.” =Professor Hynie Gardos, Ainve Clinie

“is scientificallhy correct o say that an mdividoal bupan Hie
hegins-al conception. Our laws, one Tunchion of which = (o b
presepve the Inves of our people shoutd be based on acourate
~Professur Michoeline Matthews-Roth

scicntilie data famand
Unis ersity Moedical Schiool
“Phis straightiors ard biological Tact (the beginning of e s
i conceptiont should not be distoried o
serve sociologieal, pobibieal. or
ceonomic goals, =D Walson v Bowes,
University of Colorado Medical Schinot
Only one eapert witness, Loon
Rosenberg, MDY siidl "Serence b
criteria for determiping hunimpess" fi i pur
statement was patently untrue. Scicntid
preposterous, for if true, the speaher, hmscll, would nol be abic to
“prove” bis own humanness.”

Humanness 1s pot a philosophical or theological issuc, but it s
determined—as is dogness, mouseness or snakeness—by the genieti
makeup of the individual mvolved, from the moment of conception
No woman, after all, has ever given birth lo a carrot or @ cal ot
anything other than a being endowed with humanness.

The pro-abortion moveinent has achieved monumental political
suceess by distorting language, muddying issues and withholding the
truth Trom the public, with the tacit assistance of the media, The
contral themes of the prodife movement are wrcfutable and should
he asserted categorically and without ambiguity. Words o this wat

Suosenniniie feved

catly speaking.

are important tools thal must not be dulied i}} stoppy thinking or
itentional sabotage They stand for facts, and the facts give witness
to the truth, @
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